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I. PURPOSE

The purpose of the proposed legislation, as amended, is to im-
prove the rights of patent owners and certain aspects of the patent
law by providing patent owners the new right to sue for damages
and seek an injunction in Federal district court when someone,
without authorization, uses or sells in the United States, or imports
into the United States a product made by their patented process;
by reforming the doctrine of patent misuse so it will not be used to
restrict the rights of patent owners when their licensing practices
do not violate the antitrust laws; by clarifying the rights of parties
with respect to patent licensing agreements; and by extending the
patent on the pharmaceutical product gemfibrozil for a period of 5
years.
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II. TEXT OF BILL

Calendar No. 155
100TH CONGRESS S

1ST SESSION S 1200

To amend title 35, United States Code, with respect to patented processes, patent
misuse and licensee challenges to patent validity.

IN THE SENATE OF THE UNITED STATES

MAY 14 (legislative day, MAY 13), 1987

Mr. DECONCINI (for himself, Mr. HATCH, and Mr. LAUTENBERG) introduced the
following bill; which was read twice and referred to the Committee on the
Judiciary

JUNE 5, 1987

Reported by Mr. BYRD (for Mr. BIDEN), with an amendment and amendment to
the title

[Strike out all after the enacting clause and insert the part printed in italic]

A BILL
To amend title 35, United States Code, with respect to patented

processes, patent misuse and licensee challenges to patent

validity.

1 Be it enacted by the Senate and House of Representa-

2 tives of the United States of America in Congress assembled,
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1 TITLE I PROCESS PATENT ENDmERNTS A

2 OF 4-8

3 SECTION -. SHFOR-T TITLE.

4 That this Aet may he eited as the "Prfee ss Patnt

5 Amendments Ant of 498Z¾

6 SC. . RIG eS O W owNER9R PATEoNTED PROCESSES.

7 Seetion 4 is amende by insertiftng afte "United

8 States," the follewingt if the mivention isf a proeess; of

9 the fight to e.el.de others fo t using or selling th oughout

10 the United States, ef e importing t the United Statces prod

11 uetes de y prtcat s,".

12 SEC. & INFRINCEMENT F4R IMPORTATION. , SAIE, OR USs.

13 Seetion 271 is ameded by aing A the nd the follow-

14 ing new subseetion:

15 'N} Whoever without authority imports intoe the United

16 States or sell or uses within the Unite States a prodeset

17 wAieh is ffade by a proeess patented in the United States

18 ha be h ible se n infringer, if the i mportation, sa1e eF e

19 of the prodtet oeeurs drhinge tertn of sueh. prfeeess patent.

20 Int a* aetion f re infringement of a proeess patent, oe femedy

21 may be granted fef gifringemen o e eo t of the noneeom

22 mereial tse oe reta:i sale of a produe t unless there is no ade-

23 quate refme tuder- i tite fef infringemfent n fteeot of

24 the importation oef ther use oeF sle of that produet. A pro-
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1 etw whieh is made by patented py-roeess vil fer pturpeses of

2 thi titlc, oe be eonsiderd e 4e dteb e smad fter-

3 " 1) i matrial elyhange by subseq.entp.oe-

4 ess ee

5 "(2) it beeeff le m noref ef o nonessential eefomo

6 nent of another produet.".

7 SEQ 4; DAMAGES FOB INFRINCEMENT.

8 t) .L.M.T. . .2 OTII.. REMEDI.B. Scetion

9 287 is amended

10 (4-) in te seetion heiang y striking "Limita-

11 tien en damages ad ins ertin "imitation eo

12 damages a e ther remedies";

13 (24 by inserting "(a) befre "Patentee"; and

14 () by addinga the end the following:

15 " ()(44) An infringer- under seetion 74(g) saftU be 4wbjeet

16 te oa he pr-onosiefis of thi e te latingtod ages and in-

17 jt:neti.ns exept to the extent those reffmedes fe difie by

18 .this subse.tion or seetion 6 f the Proeeess Patent Amend

19 ments Aet of 19 Te mdiitions ef ie prided in

20 this subseetion shall oet be available te ty pefseon who

21 , (A) -tiee e patented proeess;

22 "(B) oewn or eontrols, eof is eowne o eenteolle

23 b the person who praetieed the patented poeeess; eo

24 "(C) had knowledge before the infrffingemet that

25 a patented pfeeess was used to make the prodttet the
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1 impetatio ( Use Of sale of whiel eestitt~es the

2 infringement.

3 2) Noe remeffdies fef infringement tnder seetien 274(g)

4 of this title s1al be available witk repee to ay pr'ed-et in

5 the pesssssion ofOr intransit to the infringero, Oef hieh the

6 ifrinager ha made a .b.idin eommitment to pu.e.hase and

7 whiek hs been partially or wholly manufaetured, before the

8 infii nger had notiee of iffringement as defined in paragraph

9 (f). The kfinger shall bear the blerdn ef proing any sutte

10 possession transit binding eeomnitment of manufaeture. If

11 the eeurt finls that () the ifffingere maintained of rdered an

12 abnormfall.y lge a eut of I.ffinging prdttet oef (ii) the

13 pr1odnet was .aeq. ed of ordere by the inffinger to take atd-

14 vantage of the limitation on remedies pro.ided by this para

15 graph, the eeturt hall limit the application of this paragraph

16 to that portion of the prdntet s*upply whie is not sabjeet to

17 sueh afinding.

18 "(8)(A) In making a determination wth fespeet to

19 femedy in an aetion re ough for infringement under seetien

20 2741(g)T the eetourt shall ensider-

21 '(i) the gooi faith and rasonable business p.ae-

22 tiees demnstrated by the defendant;

23 ithe good faith n s...... by the plaintiff

24 with respeet to the request fef diselesure as pro-ided

25 in paragraph (f4 i and



7

5

1 "(iii) the need t restore the eehtosije rights s-

2 eured by the patent.

3 ",4) ff purposes of paragraph A the ,fellwiin are

4 eideftee ef goeed faith- feqest fo diselesure by a prety-, a

5 response by the party feeeiing the request for diselosre

6 -ithin si*ty d*ys . and s .l bmission of the respontse by the

7 party who rfeeeie d the iselsed infefmation to the manufae-

8 teur or, if not known, the supplieor th a r eques fee a writv -

9 ten statement that the preeess eaimed in the diselosed patet

10 is not used. The failure to perforfem tty o aets is eidencee

11 of absetee of good faith unless thefe are mitigating eirum-

12 stanees. M1itigating eircumtanees 4hll inelude the ease in

13 whiekh de te the the atFe f the produot, the numffbe o

14 seorfees f produett, ef like eefffftnreil cireumatanoc, a fe-

15 quest fof ,dislosur'e is nt neeessary of paeteable to avo'id

16 irffingement.

17 "(4) For purposes of pargraph ( ) a fe quaest fef disele-

18 auto' means a written request fmae to a paty then engage

19 ff the manufaeture of a pduet to idntify all proeess patents

20 oewe by ef liensedtothe partas o the time of the re-

21 quest that the party -tke reasonably believes eould be assert-

22 ed to be infringed uder seetion 27(g) if that pr.duet were

23 imported iffte ef soe of used in the Un' ited States by at

24 nauthried party;. -A reqest for dis.elesurc is far.ther. limite

25 to a requcest
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1 N4n dehept7 *a p r e stye egengaged inthe

2 Unite States it the sa4e of the seane type of preduetse

3 s tnhe wp to who the qest is directedf e-

4 qeste whiek itehides fets showing tht the freqttester

5 p tf engage ih esle of eeh pr-oeuets inhe

6 United States

7 ii) fafdfe prief to seek partyle firt inportatien,

8 tte sef se eoffieefthe ipette eed bye an iffn-

9 fringing profeess ed prioref toe etiee ef infringemnet;

10 etft

11 :'"(iii) whiek iffledes a reprcsentation by the fe-

12 qttesti.. party t.a it .I promptly submit the patents

13 identified to the t m anufaeturer.f if ot know. the

14 supplief of the pfroduet be puehased by t~he reques-

15 tof end wWil r-eqest from that mnanfeeturer- or supplier

16 a written statement that noefe of the preceses elaimted

17 it those patents is ued is the mftfnufeture of the

18 pfeoduet

19 "(6)(A) Fof the purposes 3 Of i a ubseetion, Rotiee ef

20 ifringement meafts aettta knowledge, of feeeipt by a party

21 of a writte notifieatieff of a eomfibinieto ther-, ef informa-

22 tief s-dfieient to pefsuade a reesonable pefson thet it i likely

23 that the pfeduet was made by an kinfiging proeess and n t

24 by e a ntetnifingig procaa.
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1 (B) A written otifietie kffom the paten holder

2 eharging ae party w infingemtent shal, in order to e be

3 ~valid notifieatien tder paragraph Ar sp eeify the Opatent ft

4 eged to have been used and the feasons feor belief that seh

5 preeess, ndi not hert , was used in the produetion of the

6 pfeduet.

7 "C4) A pary who reeeijes at notifieation as desefibed in

8 B) and fails te thereafter seek information from the manufae

9 turer, eo if nt known, the supplier as to whether the l!ega-

10 tions in the state.ment ae true shat absent mitigatin: :r-

11 umtncff aee , hb e iee ef infringomoeff nt.

12 "(D) A pat we fails to make the submiissin refereed

13 to in sbseetieon (bf4Xiii) shall be deem*ed to hae notiee of

14 infringement.

15 'E) Filing of an aetion fof h4rnngenient :sh e..stit.te

16 notiee ef infringement eol if the pleadings orf othe papers

17 fie i-n the etifon mee the requirements of (A) "

18 b) TeI AL Be* NI AmINIDMBNT. Th ite relting to

19 seetion 287 in the tWI of sections fef ehapter I9 is amended

20 to fer as followsa:

"287. Limits.iense n de magese end ethe renedi; eeM rking and nRetie.".

21 SECT. PRESfUMPTION N rPINAINEMENT ACTIONS.

22 (a) I GmNDAL,. Chaptr 2 i isamende by addingt

23 the end the follewing:
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1 ii§ 2& Presumption: Product made by patented proeess

2 "In afetions alleging ifringement of a proeess patent

3 ba on he iff e ttion, al , erf tse ef a produet whiek i

4 made from a proeeess patented in the tited States, if the

5 eet finds-

6 44- that thefe is eidenee establishing at sbstan-

7 int likelikeeF tfat th e produet was mae by the pat-

8 ented preeesst and

9 42) that the elaimant ha's mde a rfeasonale

10 effort to detemine the pr eeess aetualy used in the

11 :prodetien eof the produet and was unable se to

12 detefrtine

13 the produet shall be pr1esumffle hae beef se made and t he

15 pfroeess shall be n the prty asseprti that it was neot Be

16 made.".

17 (b) eoenoINs AMHNDLmiNT. The tbe of seeiefts

18 fef ehapter 29 is amended by adding after the item relating to

19 setion 94 the following:

"250. Presumption: Prodet ffed by p eteed prOees.".

20 .S.. &. E.R. .T..i. .A..

21 (a)44) IN GEnm*nL. Th o made by hi

22 ite sht apply only to pr-odttets me of imported after the

23 te of the enetment ef tsAet

24 (2) ExEPrT ioNis. Thi At shall not abridgF e ef affee

25 the fight of Sany person of ay sueeessr in business oef sueh



11

9

1 persol to eo ntinue to uste sell, eo ifmpo rt any speeifie pro.et

2 already in suibstantial and eontiftous sfale or use by sueh

3 perrson in the United States on May 1 45, 498-7-, o fef whiek

4 substantial pr-epration by ette person fef sceh sale oe use

5 was mafe beefore sueh ate;, to the extent equitable for the

6 prte etino ef investei fffe ef bt9si9es

7 menee in the United States before tek date-. Thia para-

8 grapk sall neot apply to any person bo any sueeessor in 5hsi-

9 ness of sueh perfso uing, selling., ef imprfting a produet

10 proadueed bly a patented pre.ses that is the subjeet of a patent

11 proc, ss crfefeemnt aefien eeffhmetiee befefe ~':ff y 4..

12 987-, ineluding actions before the ntem-rational Trade Cam-

13 .issieft that is pendi ef in whieh a-n efdef has been

14 entered.

15 [() R 'ENTIP e OTIIRRE RE m:EDIBs. The aefnd

16 ments ffmae by thi title shall not depr-ive a patent e er of

17 any remcedies available under subseetion () (f) eof see-

18 tiefn 271 ef tle 5, United States Codc, under seetion 887 ef

19 the Tarif A ef 4198 , or under. fa.y other pr-ovision of law.

20 SE. . REPORTS TO CONGRESS.

21 (a) CONTme NTO. PTh Seeretary of Commeree shall , t

22 later than the en ef eaeh o neyear period deseribed it sub-

23 seetieftn , repert to the Congress off the effeet ef the amend

24 fents made by this title on the importation ef ingredients to

25 be ustt feo manrfaetttrng preduets i the United States in
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1 those dotnestie isdtustries that sebnimit eoniplaints to the De-

2 partment ef Commeree, during t onc-year perioda, tegi

3 tha. their legitifft.e s r.es of sapply hee been adversely

4 affeeted by the amendments maede by this itle-

5 () W i SUDMITT33D. A repor eseribed in subsee

6 ieon (a) shAll he s-bitte vth respect to each of the five

7 one-yea r . ..... wlt . .f sucessively bsginnin on the

8 date of the enatment oef thisf At and ending traft

9 thtdate -

10 TIT.E II PATENT MSUSE DOCTRINE REFORM

11 Seetion 271 ef tite 26 Unite States Codec, i

12 amended-

13 (4-) by redesigfnating sueetion (a) as paragraph

14 (4-) of snbseetio (e)t

15 ( 4) by :edesignt: s.. . .eeie: (d) as parffaph

16 (2) of sebseetion (e)t aind

17 () by inserting afte subseetion (d) the following

18 new subseetion:

19 "'d) No patnt owner. etherwise entitled to relief foe in-

20 fringement or entAfiAbutoy inf.ingement of a .pat s Al be

21 denied re oef o dee.ed guity of misuse eo illegaF etensie

22 of the paten right by feason of his or her lieesing practi.es

23 ef ations er inatiens relating to his oef her patent, unless

24 suek raetiees eo actionse i iew of the eir-etestnee iff
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1 whiek suel praetiees of aetions are employed #olate the

2 antitrust laws.".

3 TITLE m LICENSEE CA TALLENGE TC PATENT

4 VALIITY

5 S a . Chapter eof title 8' United cStates ode is

6 amended by adding t the end thercof the fe llowin new

7 seetio*

8 '§ 295. Lieensee ehalle!nges to patent validity

9 " W A .ieeftsee shall not be estppee from asserting in a

10 juttieil aetion the invalidity of any patent for whieh te 14-

11 eensee ha eobtaine a lieense. Any ageement between the

12 partiea to a patent hleense agreement whieh purports to ba

13 te lieensee ffrfm asserting the inaflidty f tay lieetnsed

14 pat esh be unenforeeable as te that proeaion.

15 , (.1 Any patent lieense ageement may provide fef a

16 party o parties to the a greemnt to termfinate the eense if

17 the lieensee asserts in a judieial aetion the invaflidit f the

18 lieensed patent, and if the lieensee has ettekh a ight to termi-

19 natce the agreement may futhe provide tha the lieensees'

20 ebligatins unttder the agrfeement shall eentinue until a final

21 fand nappealable determination ef invalidity is reaehed er

22 until the liense is teffminated. Seh agreement hall nst be

23 tuneforeeable as to eh provisief s on the grounds that tteh

24 prfeisions ar-e eontrary to Fcderal law f poliey.".
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1 S 3802. The TH 1ef ieeon f'l ehap teef A eof Sie

2 8 T& k edi Staese Gede if fe aed by adcdieFg at bhe end

3 thefeef t4e fellwiig new i.te..

"295. bieensee ehall*engs et ptnt vaelidiy.".

4 That this Act may be cited as the "Process Patent Amend-

5 ments Act of 1987".

6 TITLE I-PROCESS PATENT AMENDMENTS

7 ACT OF 1987

8 SEC. 101. RIGHTS OF OWNERS OF PATENTED PROCESSES.

9 Section 154 of title 35, United States Code, is amended

10 by inserting after "United States, " the following: "and, if the

11 invention is a process, of the right to exclude others from

12 using or selling throughout the United States, or importing

13 into the United States, products made by that process, ".

14 sec. 102. INFRINGEMENT FOR IMPORTATION, SALE, OR USE.

15 Section 271 of title 35, United States Code, is amended

16 by adding at the end the following new subsection:

17 "(g) Whoever without authority imports into the United

18 States or sells or uses within the United States a product

19 which is made by a process patented in the United States

20 shall be liable as an infringer, if the importation, sale, or use

21 of the product occurs during --the term of such process patent.

22 In an action for infringement of a process patent, no remedy

23 may be granted for infringement on account of the noncom-

24 mercial use or retail sale of a product unless there is no ade-

25 quate remedy under this title for infringement on account of
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1 the importation or other use or sale of that product. A product

2 which is made by a patented process will, for purposes of this

3 title, not be considered to be so made after-

4 "(1) it is materially changed by subsequent proc-

5 esses; or

6 "(2) it becomes a trivial and nonessential compo-

7 nent of another product. ".

8 SEC. 103. DAMAGES FOR INFRINGEMENT.

9 (a) LIMITATIONS AND OTHER REMEDIES.-Section

10 287 of title 35, United States Code, is amended-

11 (1) in the section heading, by striking "LIMITA-

12 TION ON DAMAGES" and inserting "LIMITA-

13 TION ON DAMAGES AND OTHER REME-

14 DIES "

15 (2) by inserting "(a)" before "Patentees "; and

16 (3) by adding at the end the following:

17 "(b)(1) An infringer under section 271(g) shall be sub-

18 ject to all the provisions of this title relating to damages and

19 injunctions except to the extent those remedies are modified

20 by this subsection or section 105 of the Process Patent

21 Amendments Act of 1987. The modifications of remedies pro-

22 vided in this subsection shall not be available to any person

23 who-

24 "(A) practiced the patented process;
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1 "(B) owns or controls, or is owned or controlled

2 by, the person who practiced the patented process; or

3 "(C) had knowledge before the infringement that a

4 patented process was used to make the product the im-

5 portation, use, or sale of which constitutes the infringe-

6 ment.

7 "(2) No remedies for infringement under section 271(g)

8 of this title shall be available with respect to any product in

9 the possession of, or in transit to the party, or which the

10 party has made a binding commitment to purchase and which

11 has been partially or wholly manufactured, before the party

12 had notice of infringement as defined in paragraph (5). The

13 party shall bear the burden of proving any such possession,

14 transit, binding commitment, or manufacture. If the court

15 finds that (A) the party maintained or ordered an abnormally

16 large amount of infringing product, or (B) the product was

17 acquired or ordered by the party to take advantage of the

18 limitation on remedies provided by this paragraph, the court

19 shall limit the application of this paragraph to that portion of

20 the product supply which is not subject to such a finding.

21 "(3)(A) In making a determination with respect to the

22 remedy in an action brought for infringement under section

23 271(g), the court shall consider-

24 "(i) the good faith and reasonable business prac-

25 tices demonstrated by the defendant,
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1 "(ii) the good faith demonstrated by the plaintiff

2 with respect to the request for disclosure as provided in

3 paragraph (4), and

4 "(iii) the need to restore the exclusive rights se-

5 cured by the patent.

6 "(B) For purposes of subparagraph (A), the following

7 are evidence of good faith: a request for disclosure by a party,

8 a response by the party receiving the request for disclosure

9 within 60 days, and submission of the response by the party

10 who received the disclosed information to the manufacturer,

11 or if not known, the supplier with a request for a written

12 statement that the process claimed in the disclosed patent is

13 not used. The failure to perform any such acts is evidence of

14 absence of good faith unless there are mitigating circum-

15 stances. Mitigating circumstances shall include the case in

16 which, due to the nature of the product, the number of sources

17 for products, or like commercial circumstances, a request for

18 disclosure is not necessary or practicable to avoid infringe-

19 ment.

20 "(4) For purposes of paragraph (3), a 'request for dis-

21 closure' means a written request made to a party then en-

22 gaged in the manufacture of a product to identify all process

23 patents owned by or licensed to the party as of the time of the

24 request that the party then reasonably believes could be as-

25 serted to be infringed under section 271(g) if that product

S.Rept. 100-83 0 - 87 - 2
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1 were imported into, or sold or used in, the United States by

2 an unauthorized party. A request for disclosure is further

3 limited to a request-

4 "(A) made by a party regularly engaged in the

5 United States in the sale of the same type of products

6 as the party to whom the request is directed, or a re-

7 quest which includes facts showing that the requester

8 plans to engage in the sale of such products in the

9 United States;

10 "(B) made prior to such party's first importation,

11 use, or sale of units of the product produced by an in-

12 fringing process and prior to notice of infringement;

13 and

14 "(C) which includes a representation by the re-

15 questing party that it will promptly submit the patents

16 identified to the manufacturer, or if not known, the

17 supplier of the product to be purchased by the reques-

18 tor, and will request from that manufacturer or suppli-

19 er a written statement that none of the processes

20 claimed in those patents is used in the manufacture of

21 the product.

22 "(5)(A) For the purpose of this subsection, notice of in-

23 fringement means actual knowledge, or receipt by a party of

24 a written notification, or a combination thereof, of informa-
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1 tion sufficient to persuade a reasonable person that it is

2 likely that a product was made by a patented process.

3 "(B) A written notification from the patent holder

4 charging a party with infringement shall specify the patent

5 alleged to have been used and the reasons for a good faith

6 belief that such process was used. If the patent holder has

7 actual knowledge of any commercially feasible process other

8 than the patented process which is capable of producing the

9 allegedly infringing product, the notification shall set forth

10 such information with respect to the other processes only as is

11 reasonably necessary to fairly explain the patent holder's

12 belief and is not required to disclose any trade secret infor-

13 mation.

14 "(C) A party who receives a written notification as de-

15 scribed in the first sentence of such subparagraph (B) and

16 fails to thereafter seek information from the manufacturer, or

17 if not known, the supplier, as to whether the allegations in

18 the notification are true shall, absent mitigating circum-

19 stances, be deemed to have notice of infringement. This provi-

20 sion shall apply even though the notification does not estab-

21 lish notice of infringement under subparagraph (A).

22 "(D) A party who fails to make the submission referred

23 to in subsection (b)(4)(C) shall be deemed to have notice of

24 infringement.
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1 "(E) Filing of an action for infringement shall consti-

2 tute notice of infringement only if the pleadings or other

3 papers filed in the action meet the requirements of subpara-

4 graph (A). ".

5 (b) TECHNICAL AMENDMENT.-The item relating to

6 section 287 of title 35, United States Code, in the table of

7 sections for chapter 29 of such title is amended to read as

8 follows:

"287. Limitations on damages and other remedies; marking and notice. "

9 SEC. 104. PRESUMPTION IN INFRINGEMENT ACTIONS.

10 (a) IN GENERAL.-Chapter 29 of title 35, United

11 States Code, is amended by adding at the end the following:

12 V" 295. Presumption: Product made by patented process

13 "In actions alleging infringement of a process patent

14 based on the importation, sale, or use of a product which is

15 made from a process patented in the United States, if the

16 court finds-

17 "(1) that there is evidence establishing a substan-

18 tial likelihood that the product was made by the patent-

19 ed process, and

20 "(2) that the claimant has made a reasonable

21 effort to determine the process actually used in the pro-

22 duction of the product and was unable so to determine,

23 the product shall be presumed to have been so made, and the

24 burden of establishing that the product was not made by the
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1 process shall be on the party asserting that it was not so

2 made. ".

3 (b) CONFORMING AMENDMENT.-The table of sections

4 for chapter 29 of title 35, United States Code, is amended by

5 adding after the item relating to section 294 the following:

"2.95. Presumption: Product made by patented process."

6 SEC. 105. EFFECTIVE DATE.

7 (a)(1) IN GENERAL.-The amendments made by this

8 title shall apply only to products made or imported after the

9 date of the enactment of this Act.

10 (2) EXCEPTIONS.-This title shall not abridge or affect

11 the right of any person or any successor in business of such

12 person to continue to use, sell, or import any specific product

13 already in substantial and continuous sale or use by such

14 person in the United States on May 15, 1987, or for which

15 substantial preparation by such person for such sale or use

16 was made before such date, to the eztent equitable for the

17 protection of commercial investments made or business com-

18 menced in the United States before such date. This para-

19 graph shall not apply to any person or any successor in busi-

20 ness of such person using, selling, or importing a product

21 produced by a patented process that is the subject of a patent

22 process enforcement action commenced before January 1,

23 1987, before the International Trade Commission, that is

24 pending or in which an order has been entered.
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1 (b) RETENTION OF OTHER REMEDIES.-The amend-

2 ments made by this title shall not deprive a patent owner of

3 any remedies available under subsections (a) through (f) of

4 section 271 of title 35, United States Code, under section

5 337 of the Tariff Act of 1930, or under any other provision of

6 law.

7 SEC. 106. REPORTS TO CONGRESS.

8 (a) CONTENTS.-The Secretary of Commerce shall, not

9 later than the end of each 1-year period described in subsec-

10 tion (b), report to the Congress on the effect of the amend-

11 ments made by this title on the importation of ingredients to

12 be used for manufacturing products in the United States in

13 those domestic industries that submit complaints to the De-

14 partment of Commerce, during that 1-year period, alleging

15 that their legitimate sources of supply have been adversely

16 affected by the amendments made by this title.

17 (b) WHEN SUBMITTED.--A report described in subsec-

18 tion (a) shall be submitted with respect to each of the five 1-

19 year periods which occur successively beginning on the date

20 of the enactment of this Act and ending five years after that

21 date.
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1 TITLE II-PATENT MISUSE DOCTRINE

2 REFORM

3 SEC. 201. INFRINGEMENT OF PATENT.

4 Section 271 of title 35, United States Code, is

5 amended-

6 (1) by redesignating subsection (c) as subsection

7 (c)(1) of subsection (c);

8 (2) by redesignating subsection (d) as paragraph

-9 (2) of such subsection (c); and

10 (3) by inserting after subsection (c) the following

11 new subsection:

12 "(d) No patent owner otherwise entitled to relief for in-

13 fringement or contributory infringement of a patent shall be

14 denied relief or deemed guilty of misuse or illegal extension

15 of the patent right by reason of his or her licensing practices

16 or actions or inactions relating to his or her patent, unless

17 such practices or actions or inactions, in view of the circum-

18 stances in which such practices or actions or inactions are

19 employed, violate the antitrust laws. ".

20 TITLE III-LICENSEE CHALLENGES TO

21 PATENT VALIDITY

22 SEC. 301. LICENSEE CHALLENGES.

23 (a) IN GENERAL.-Chapter 29 of title 35, United

24 States Code, as amended by section 104 of this Act, is fur-
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1 ther amended by adding at the end thereof the following new

2 section:

3 "§296. Licensee challenges to patent validity

4 "(a) A licensee shall not be estopped from asserting in a

5 judicial action the invalidity of any patent for which the li-

6 censee has obtained a license. Any agreement between the

7 parties to a patent license agreement which purports to bar

8 the licensee from asserting the invalidity of any licensed

9 patent shall be unenforceable as to that provision.

10 "(b) Any patent license agreement may provide for a

11 party or parties to the agreement to terminate the license if

12 the licensee asserts, in a judicial action, the invalidity of the

13 licensed patent, and, if the licensee has such a right to termi-

14 nate, the agreement may further provide that the licensee's

15 obligations under the agreement shall continue until a final

16 and unappealable determination of invalidity is reached or

17 until the license is terminated. Such agreement shall not be

18 unenforceable as to such provisions on the grounds that such

19 provisions are contrary to Federal law or policy. ".

20 (b) TECHNICAL AMENDMENT.-The table of sections

21 for chapter 29 of title 35, United States Code, as amended by

22 section 104 of this Act, is further amended by adding at the

23 end thereof the following new item:

"296. Licensee challenges to patent validity. "
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1 TITLE IV-PHARMACEUTICAL PATENT TERM

2 RESTORATION ACT AMENDMENTS

3 SEC. 401. (a) Title 35, United States Code, is amended

4 by adding the following new section:

5 "§ 155B. Patent Term Restoration

6 "(a) Notwithstanding section 154 of this title, the term

7 of a patent which encompasses within its scope a composition

8 of matter which is a new drug shall be extended for a period

9 of 5 years, and such patent shall have the effect as if origi-

10 nally issued with such extended term, if-

11 "(1) such composition has been subjected to a reg-

12 ulatory review by the Federal Food and Drug Admin-

13 istration pursuant to the Federal Food, Drug, and

14 Cosmetic Act,

15 "(2) the Federal Food and Drug Administration

16 has approved a new drug application after receipt of a

17 letter from the applicant stating that a Phase IV clini-

18 cal study that had been requested as a condition for

19 approval has been undertaken,

20 "(3) the Phase IV clinical study has covered ,at

21 least 5 years with the study term commencing prior to

22 the introduction of the Drug Price Competition and

23 Patent Term Restoration Act of 1984 and ending sub-

24 sequent to the enactment of such Act,
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1 "(4) such Phase IV clinical study has been com-

2 pleted, and a supplemental new drug application to

3 expand the permitted indications and usage in the la-

4 beling of the new drug based upon such Phase IV clin-

5 ical study has been submitted to the Federal Food and

6 Drug Administration,

7 "(5) the Federal Food and Drug Administration

8 has either approved the supplemental new drug appli-

9 cation or the original patent term is within 90 days of

10 expiration, and

11 "(6) the Federal Food and Drug Administration

12 has not made a final determination that the supple-

13 mental new drug application is approved or disap-

14 proved.

15 If, however, the term of a patent is extended because the Fed-

16 eral Food and Drug Administration has not made a final

17 determination that the supplemental new drug application is

18 approved or disapproved prior to 90 days before the expira-

19 tion of the patent, such patent extension shall immediately

20 terminate if the Federal Food and Drug Administration

21 makes a final determination disapproving the supplemental

22 new drug application.

23 "(b)(1) The patentee, his heirs, successors, or assigns

24 shall notify the Commissioner of Patents and Trademarks

25 within 30 days after the date of enactment of this section, or
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1 within 30 days after the date of the approval of the supple-

2 mental new drug application if such approval does not occur

3 before enactment of this section, or within 30 days after the

4 date which is 90 days from the expiration of the original

5 patent term if the Federal Food and Drug Administration

6 has not made a final determination that the supplemental

7 new drug application is approved or disapproved by such

8 date, of the number of the patent to be extended.

9 "(2) On receipt of such notice, the Commissioner shall

10 promptly issue to the owner of record of the patent a certifi-

11 cate of extension, under seal, stating the fact and length of the

12 extension and identifying the composition of matter to which

13 such extension is applicable. Such certificate shall be record-

14 ed in the official file of the patent extended and such certifi-

15 cate shall be considered as part of the original patent, and an

16 appropriate notice shall be published in the Official Gazette

17 of the Patent and Trademark Office. If, subsequent to a noti-

18 fication that it is within 90 days of the expiration of the

19 patent and that the Federal Food and Drug Administration

20 has not made a final determination that the supplemental

21 new drug application is approved or disapproved, a final de-

22 termination is made by the Federal Food and Drug Adminis-

23 tration that the supplemental new drug application is disap-

24 proved, the patentee, his heirs, successors, or assigns shall,

25 within 2 days, notify the Commissioner of Patents and
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1 Trademarks of such final determination. On receipt of such

2 notice and if the patent has been extended pursuant to the

3 terms hereof, the Commissioner shall promptly issue a certifi-

4 cate of termination of extension, under seal, stating the fact

5 that the patent is terminated, effective the date of the final

6 determination that the supplemental new drug application is

7 disapproved, and identifying the composition of matter to

8 which such termination of extension is applicable. Such cer-

9 tificate shall be recorded in the official file of the patent ter-

10 minated and such certificate shall be considered as a part of

11 the original patent, and an appropriate notice shall be pub-

12 lished in the Official Gazette of the Patent and Trademark

13 Office. "

14 (b) The analysis for chapter 14 of such title 35 is

15 amended by adding at the end the following:

"155B. Patent term restoration. ':

Amend the title to read as follows: "A bill to amend

title 35, United States Code, with respect to patented proc-

esses, patent misuse, license challenges to patent validity,

and patent term restoration.".
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III. TITLE I-PROCESS PATENT AMENDMENTS ACT OF 1987

A. PURPOSE OF AMENDMENT

As amended, title I of S. 1200 provides patent owners the new
right to sue for damages and seek an injunction in Federal district
court when someone, without authorization, uses or sells in the
United States, or imports into the United States a product made by
their patented process.

B. HISTORY OF LEGISLATION

The importance of strengthening process patent protection was
first recognized in 1966 by President Johnson's Commission on the
Patent System; then in 1979 by President Carter's Domestic Policy
Review on Industrial Innovation, and again in 1985 by President
Reagan's Commission on Industrial Competitiveness. More recent-
ly, it was included in President Reagan's competitiveness initiative
of 1987 and strongly endorsed by the President's Commission on In-
dustrial Competitiveness in 1984.

The Process Patent Amendments Act of 1987, title I of S. 1200, is
the result of a carefully crafted compromise reached between Sena-
tors DeConcini, Hatch, Lautenberg and a wide variety of parties in-
terested in process patent legislation. On April 22, 1987, the Pat-
ents, Copyrights and Trademarks Subcommittee held a hearing on
predecessors to this bill, S. 568, which was introduced in the 100th
Congress by Senators Hatch and DeConcini and S. 573, which was
introduced by Senator Lautenberg. Hearings on Process Patent leg-
islation was also held in both the 98th and 99th Congresses. S. 568
contained the same language as S. 1543, which passed the Judici-
ary Committee and the Senate unanimously during the 99th Con-
gress. On May 13, 1987 the Patents Subcommittee reported S. 568
with an amendment in the nature of a substitute which was then
introduced as title I of S. 1200 on May 14, 1987 by Senators DeCon-
cini, Hatch, and Lautenberg. S. 1200 as amended passed the Judici-
ary Committee unanimously on June 4, 1987. The Judiciary Com-
mittee will include S. 1200 in the Senate Omnibus Trade Act of
1987.

C. DIscUSSION

America's leading position in technology innovation throughout
the world is credited in large part to the stimulus of its patent
system, which stems ultimately from Article I, Section 8, clause 8
of the Constitution which states, "The Congress shall have
Power . . . To promote the Progress of Science and useful Arts, by
securing for limited Times to Authors and Inventors the exclusive
Right to their respective Writings and Discoveries. . ." In the past
two decades, however, it has become necessary to modernize our
patent laws. As compared with those of our major trading partners,
the inadequate protection contained in U.S. process patent law has
emerged as a major factor in the dynamics of global innovation and
economic competition. In contrast to Japan and nearly all of the
Western European nations, the United States does not provide
patent protection against the importation, and subsequent use or
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sale, of products made abroad without authorization using a proc-
ess patented in the United States except for a limited form of pro-
tection is afforded under the trade laws (19 U.S.C. 1337a) enforced
by the International Trade Commission (ITC).

The U.S. patent laws recognize three basic types of inventions for
which patents may be obtained: products, methods of use, and
methods of manufacture. Patents on the last are also known as
process patents, that is, patents on process inventions. A process
patent covers a process for making a product, which may or may
not be patented itself. Process patents promise to be increasingly
important to a number of industries in the coming years, especially
in the areas of industrial and pharmaceutical chemicals, optical
fibres, and above all in the fields of biotechnology and bioengineer-
ing research. Biotechnology companies are often built around a
new process for artificial manufacture of a substance that occurs in
nature and is therefore itself unpatentable. A well known example
is the Genentech Corporation of California, whose principal assets
since its founding in 1976 have been process patents on revolution-
ary new ways of making human insulin and growth hormone.

Under our current patent laws, a patent on a process gives the
patentholder the right to exclude others from using that process in
the United States without authorization from the patentholder.
The other two standard aspects of the patent right-the exclusive
right to make or sell the invention-are not directly applicable to a
patented process. S. 1200 proposes to also cover the importation,
use or sale in the United States of products resulting from the
process. The bill does not attempt to prevent the use of the process
in another country. If the U.S. process patentholder has not ob-
tained a similar patent in the other country, he has no right by
virtue of his U.S. patent to prevent anyone from using the process
in that country. However, if the U.S. patentholder does have a
patent in the other country as well, he may seek remedy in the
courts of that country. S. 1200 would protect against the entry into
the U.S. marketplace of goods made abroad without authorization
from the inventor who has a process patent in this country. The
patent is on the process alone, but the entry of the goods made
elsewhere by that process clearly encroaches on the rights of the
patent owner.

The principle of process patent protection is also incorporated in
the European Patent Convention, the Community Patent Conven-
tion, and the World Intellectual Property Organization (W.I.P.O.)
Treaty on Harmonization. The following excerpt from a recent
memorandum on process patent law prepared by the International
Bureau of W.I.P.O. elaborates on the rationale for including prod-
ucts obtained from a patented process in the scope of the protection
afforded by the process patent:

The extension (to the product of the process) seems to be
an exception to the principle that the protection conferred
by a patent or another title of protection for an invention
is defined by the object of the invention. In the case of a
process invention, a strict application of the said principle
would mean that the owner of a process patent could only
exclude others from using the patented process. The legal
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provisions which extend process protection to products ob-
tained by the patented process are based on practical eco-
nomic considerations. A process which leads to a specific
product presents an economic value only through the prod-
uct. However, it is not always possible to obtain a patent
for the product; for example, the product may not be new
or may-although new-lack inventive step. The invention
of a new and inventive process for the production of such a
product which is not patentable constitutes an important
technological advance but the reward granted through a
process patent is not important because-without an ex-
tension to the product-the process patent would be diffi-
cult to enforce (since infringement of the process is diffi-
cult to prove) and could even be circumvented by use of
the process in another country where the process is pro-
tected. In order to make patent protection of a process
meaningful, it is therefore necessary to consider the pat-
ented process and the resulting product as a whole, with
the consequence that process protection is automatically
extended to the resulting product even if the said product
has not been claimed.

FOREIGN PROCESS PATENT LEGISLATION

Importation, use and sale in the United States of products pro-
duced by processes patented in this country severely diminishes the
value of such patents. This practice must be effectively countered
by changes in the patent laws to protect the legitimate interests of
U.S. inventors. Expanding the scope of our laws to bring them into
conformity with the European Patent Convention and the national
laws of many industrialized countries is necessary to protect the
continued growth of American business. The following chart sum-
marizes the protection offered to process patent holders in the
group B or development market economy countries. In addition,
some typical examples of foreign laws in this area are helpful for
comparison. As the chart and summaries indicate, most countries'
patent laws are structured so that the direct product of a patented
process is also included within the scope of the patent. Nearly one-
half of those countries make importation an act of infringement.

[Charts and summaries follow:]

PROCESS PATENT PROTECTION IN GROUP B COUNTRIES

Country Process patent protects its direct Importation constitutes Presumption in favor of
product infringement process patentee

Austria ................................................. Yestria ..................................... ............ ..................................... Yes.
2

Belgium ................................................ Yes 3 4................................ Yes. ....................................
Canada ........................................ Yes 3 4 ............................. .............................................. . Yes. 4
Cyprus 5 . ...................................... Yes. .................................... Yes.....................................
Denmark. ................................ Yes.... ................................. Yes .........................................
Finland ..................................................... Yes....... .............................. Yes .........................................
France .................................................. Yes. .................................... Yes.....................................

I "Extension of Patent Protection of a Process to the Products obtained by that Process; Proof
of Infringement of a Process Patent." Memorandum by the International Bureau of WIPO,
March 12, 1986, pp. 3-4.
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PROCESS PATENT PROTECTION IN GROUP B COUNTRIES-Continued

Country Process patent protects its direct Importation constitutes Presumption in favor of
product infringement process patentee

Federal Republic of Germany ................ Yes.............................................................................. Yes.
2

Great Britain ........................................ Yes .......................................... Yes..........................................
Greece . ....................................... Yes..................................... Yes ................... Yes.2

Holy See 6....................................... ........................................ ................................................
Iceland. ................................ Yes..................................... Yes ..........................................
Ireland ........................................ Unclear 3 ..................................................................... ....
Italy ................... .................... Yes ..................................... ... ..................................... Yes.

2

Japan. .................................. Yes..................................... Yes..................................... Yes.
Liechtenste in 8..................................... Yes ..................................... ....... ..................................... Yes.
Luxembourg 1 9 . ................................ Yes 4 ..............................................................................
M onaco 6 ........................................ ........................................ ..................................................................

Netherlands .......................................... Yes ..................................... ......... ............................... Yes.2

New Zealand ................................. Yes 4 ....................................... .......................................Yes...
Norway.. ................................ Yes..................................... Yes ..........................................
Portugal ................................................. Yes ......................................... Yes ..........................................
San Marino . ....................................... Yes ..................................... 2........................................ Yes.

2

South Africa ........................................ Yesouth A rica..................................... ... ..................................... Yes.
Spain . ....................................... Yes.... ................................. Yes ..........................................
Sweden ......... ....................................... Y e s..................................... Yes ..................................... Yes. 2

Switzerland .......................................... Yeswitzerland ..................................... ................................................. Yes.
Turkey 9 ........................................ ........................................ ....................................................................
United States of America ................................................................ .................................................

EPC member.
2 Applies to new substances only.
3 No clear statutory provision.
4Apparently applies in at least some situations.

Registration in Cyprus of a United Kingdom patent confers the same right in Cyprus.
6 No patent law.

Claims are permitted, but legal issues are apparently unsettled.
8 Liechtenstein and Switzerland constitute a single territory for patent purposes.
o No copy of the national law was available.
'o Industrial property rights acquired in Italy are valid in San Marino and vice versa.

DENMARK

SECTION 3

(1) The exclusive right conferred by a patent shall imply that no
one except the proprietor of the patent may without permission ex-
ploit the invention:

(i) by making, offering, putting on the market or using a
product which is the subject-matter of the patent, or by import-
ing or stocking the product for these purposes;

(ii) by using a process which is the subject-matter of the
patent or by offering the process for use in this country if the
person offering the process knows, or it is obvious in the cir-
cumstances, that the use of the process is prohibited without
the consent of the proprietor of the patent;

(iii) by offering, putting on the market or using a product ob-
tained by a process which is the subject-matter of the patent or
by importing or stocking the product for these purposes.

FRANCE

CHAPTER THREE.-RIGHTS AND OBLIGATIONS ATTACHED TO THE PATENT

Article 28.-1. The scope of protection conferred by a patent
shall be determined by the terms of the claims. The description of
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the invention and the drawings, however, shall serve to construe
the claims.

2. Where a patent relates to a process, the protection conferred
by the patent shall extend to the products directly obtained by that
process.

Article 29.-A patent confers the right to prohibit any other
person, without the consent of the proprietor of the patent:

(a) from making, offering, putting on the market, using, or
importing or storing for such purposes the product to which
the patent relates;

(b) from using a process to which the patent relates, or,
where such other person knows, or where it is obvious in the
circumstances, that the use of the process is prohibited without
the consent of the proprietor of the patent, from offering the
process for use within French territory;

(c) from offering, putting on the market, using, or importing
or storing for such purposes the product obtained directly by
the process to which the patent relates.

GREAT BRITAIN

STATUTES, REGULATIONS, AND TREATIES

Patents Act 1977

Infringement

60.-(1) Subject to the provisions of this section, a person in-
fringes a patent for an invention if, but only if, while the patent is
in force, he does any of the following things in the United Kingdom
in relation to the invention without the consent of the proprietor of
the patent, that is to say-

(a) where the invention is a product, he makes, disposes of,
offers to dispose of, uses or imports the product or keeps it
whether for disposal or otherwise;

(b) where the invention is a process, he uses the process or
he offers it for use in the United Kingdom when he knows, or
it is obvious to a reasonable person in the circumstances, that
its use there without the consent of the proprietor would be an
infringement of the patent;

(c) where the invention is a process, he disposes of, offers to
dispose of, uses or imports any product obtained directly by
means of that process or keeps any such product whether for
disposal or otherwise.

§ 5.-No-one may make an occupation of the following without
the consent of the patentee:-1. Manufacturing, importing or offer-
ing for sale an article which is patented or prepared by a patented
method; or 2. Using the patented method.-The following is howev-
er, permissible having no regard for a Patent:-a) The use of arti-
cles accompanying or connected with means of transport from
other countries when these come to this country for limited peri-
ods, and b) The continued use of articles arrived by and belonging
to means of transport which have been purchased abroad for Ice-
landic currency or for an Icelandic vessel which has broken down
at sea and been repaired abroad.

S.Rept. 100-83 O - 87 - 3
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ITALY

§ 2.-The patent concerning a new industrial method or process
confers upon the patentee the exclusive use thereof.

The exclusive use includes also commercializing the product di-
rectly obtained by the new industrial method or process. If the
product is a new one, every identical product is presumed to have
been obtained, unless there is evidence to the contrary, but the
method or process which is the subject of the patent.

JAPAN

3. "Working" in respect of an invention in this Law shall mean
the following acts:

(1) In an invention of a thing, acts of manufacturing, using,
transferring, leasing, exhibiting for the purpose of transfer or
lease, or importing the thing;

(2) In an invention of a process, acts of using the process.
(3) In an invention of a process of manufacturing a thing,

acts of using, transferring, leasing, exhibiting for the purpose
of transfer or leave, or importing the thing produced by the
process in addition to those as mentioned in the preceding
items.

PORTUGAL

Article 214. A penalty of 500 to 10,000 escudos, to which may be
added imprisonment for a period of from one to six months, will be
imposed on those who, during the period of legal protection, should
prejudice the owner of a patent in the exercise of his right in any
of the following ways:

1. Manufacturing, without license from the title holder, the
articles or products covered by the patent;

2. Employing, without the said license, the means and proc-
esses or using new applications of means and processes form-
ing the subject of the patent;

3. Importing, selling, offering for sale, putting in circulation
or concealing, in bad faith, products obtained in any of the
ways referred to.

SWEDEN

SECTION 3

The exclusive right conferred by a patent implies, with the ex-
ceptions stated below, that no one except the proprietor of the
patent may, without the proprietor's consent, use the invention by

(1) making, offering, putting on the market or using a prod-
uct protected by the patent or importing or possessing such
product for these purposes;

(2) using a process which is protected by the patent or, while
knowing, or it being obvious from the circumstances, that the
use of the process is prohibited without the consent of the pro-
prietor of the patent, offering the process for use in this coun-
try;
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Statutes, Regulations and Treaties

(3) offering, putting on the market, or using products made
by a process protected by the patent or importing or possessing
the product for these purposes.

SWITZERLAND

If the invention concerns a process, the effects of the patent shall
extend to the immediate products of the process.

SECTION 67

If the invention concerns a process for the manufacture of a new
product, every product of the same composition shall be presumed
to have been made by the patented process until proof to the con-
trary has been adduced.

Subsection 1 shall apply by analogy in the case of a process for
the manufacture of a known product if the patentee shows prima
facie evidence of infringement of the patent.

WEST GERMANY

PART NINE.-INFRINGEMENT OF PATENT

Article 74

(1) A person who uses an invention contrary to the provisions of
Articles 6, 7 and 8 may be sued by the injured party to enjoin such
use.

(2) A person making such use intentionally or negligently shall
be liable for compensation to the injured party for the damage suf-
fered therefrom. If the infringer has acted with only slight negli-
gence, the court may fix, in lieu of compensation, an indemnity
being between the damage to the injured party and the profit
which has accrued to the infringer.

(3) In the case of an invention whose subject matter is a process
for the production of a new substance, any substance of the same
nature shall, in the absence of proof to the contrary, be deemed to
have been produced by the patented process.

NEED FOR MODERNIZATION OF U.S. PROCESS PATENT LAW

The United States has historically given different treatment to
product and process patents, while so many other industrialized
countries give uniform, full protection to both. The Commissioner
of Patents and Trademarks, Donald Quigg, has suggested that the
U.S. patent system is older than many of the European systems
and that the ultimate historical origin of the omission of process
patent protection may have been simply that in earlier commercial
eras processes had not become so significant as they are in the
present high-technology milieu. At the same time, adjacent Europe-
an countries would become more aware more quickly of importa-
tions of products made outside by processes patented in the receiv-
ing country.

Many industrial countries, Japan and Germany for example,
have only recently adopted product patent protection in the phar-
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maceutical area, having previously confined patent protection on
drugs to the processes used to make them, in the interest of pro-
moting wider and easier availability of medicines for their popula-
tions. Thus when a new medicine comes on the market, competi-
tors would only have to find a new way to produce it and could go
on the market immediately, without waiting for any patent on the
medicine itself to expire. Because it was the only form of protection
allowed for pharmaceutical products, broader process patent pro-
tection was developed in those countries, covering not only domes-
tic use of the process, but also importation, use or sale of the prod-
ucts obtained from the process. On the other hand, when Germany
and Japan (in 1967 and 1975 respectively) broadened their laws to
cover pharmaceutical product patents, they did not eliminate
patent protection of processes and their resulting products.

Most countries that provide process patent protection extending
to the products have also established a rebuttable presumption
shifting the burden of proof to the defendant if the plantiff pre-
sents evidence meeting some threshold of reasonable likelihood
that the product was made by the patented process (France and
Sweden are the only exceptions). However, many of these countries
add a limitation that this presumption is only available in the case
of processes for making "new" products. By contrast, as discussed
further below and in the sectional analysis, S. 1200 allows the re-
buttable presumption in any process patent infringement action
under the bill, on the theory that every genuinely novel and useful
(hence patentable) process invention deserves the full protection of
the law, regardless of whether the resulting product is new or not.
The example of the biotechnology industry is relevant here, in its
efforts to develop recombinant DNA processes to produce already
existing natural substances such as growth hormones. Another
point of difference, again discussed at length below, is the limita-
tion in the process patent laws of most industrialized nations to
products made "directly" from the process; Japan and Sweden are
the only exceptions to this rule. S. 1200 introduces a new phrase,
"materially changed by subsequent processes; or . . . becomes a
trivial and nonessential component of another product," to serve
the same general purpose of restricting the scope of the bill to ex-
clude ultimate products that, because of intervening manufactur-
ing steps, cease to have a reasonable nexus with the patented proc-
ess.

An integral part of the debate on strengthening U.S. process
patent protection has been the alternative remedy under the trade
laws against importation of products made abroad using a process
patented in the United States (Section 337a of the Tariff Act of
1930, 19 U.S.C. 1337a). Section 337 originated in 1922 as an anti-
dote to a range of unfair methods of competition in import trade. It
was not widely used until the 1974 strengthening amendments pro-
viding for more timely and effective remedies, the principal change
being that the ITC was given full authority to order remedies, sub-
ject only to veto by the President for policy reasons. In process
patent cases brought before the ITC, the available remedies under
section 337a are exclusion of the goods from entry, and, if the goods
have already entered, cease and desist orders against particular
firms that have received them.
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In order to obtain these remedies from the ITC, the complainants
must show that their patented processes were used in manufactur-
ing the imported products, that an efficiently and economically op-
erated industry utilizing the patent exists in the United States, and
that the imported product had the effect or tendency of destroying
or substantially injuring the domestic industry. After making these
findings, the ITC must in addition decide that enjoining the impor-
tation of the infringing goods is in the public interest. Only then
can the ITC provide relief to the process patentholder; and even
then, its decision is subject to a binding Presidential veto.

The ITC, unlike a Federal court in a patent infringement suit,
can award no damages. Payment of damages to the patentholder
has the effect of compensating inventors and penalizing infringers
for the economic injury due to the infringement, and also acts as a
deterrent against future infringements. Furthermore, the tests that
must be met to win an ITC order excluding the infringing products
are more elaborate than in a Federal court action where all that is
necessary is to show infringement. The requirement in the ITC pro-
ceeding to show that the importation of infringing goods is causing
substantial injury to an efficiently run domestic industry requires
the patentowner to show more than infringement. The patentee
must show that there is an industry in the United States which
generally means that the patentholder must practice a patented
process commercially in the United States before he may enforce
it. Morever, the industry must be efficiently and economically oper-
ated. The patentee also must show sufficent harm to justify relief.
These requirements utilize an approach that has never been a part
of our patent system. Instead, our system is based on the conviction
that the public is well served by the disclosure of the invention in
return for a limited period of the exclusivity for the inventor, even
if the latter chooses not to commercialize the invention during this
period.

A hypothetical example illustrates this difference. Suppose an
American company has obtained a process patent. The issued
patent discloses the details of its new process for all the world to
see. But for one reason or another, the American company has not
yet been able to begin marketing the product. In that situation, the
company may be unable to prove the existence of establishment of
a domestic industry, and therefore unable to stop foreign pirates
who use the published process and import the resulting products
for sale in this country. A similar predicament might beset a uni-
versity that obtains a process patent but is still involved in negotia-
tions with potential licensees. To be sure, there may be some scope
in a Section 337 investigation for treating impairment for preven-
tion of a domestic patentholder's efforts to establish an industry
here as substantial injury. But this whole issue simply does not
arise in an ordinary infringement suit under the patent laws, where
the only question is whether a valid patent has been infringed.

Even where the process patent has engendered an efficiently run
domestic industry, the patentholder has the additional burden of
showing that the industry has been injured by the entry of infring-
ing articles. This circumstance was illustrated in the recent Cor-
ning case against Sumitomo before the ITC (In the Matter of Cer-
tain Optical Waveguide Fibers; Investigation No. 337-TA-189). Cor-
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ning succeeded in establishing that its patents were valid and were
being infringed by Sumitomo's imported products. Further, it
proved that two legitimate domestic industries, efficiently and eco-
nomically operated, had grown under the Corning patents. Howev-
er, because the ITC found that Sumitomo's infringing imports did
not substantially injure either of those domestic industries, it found
no violation of Section 337, and Corning was unable to obtain any
relief.

Finally, in the best of circumstances, where the full ITC remedy
is obtained, the patentholder is saddled with an expensive and bur-
densome proceeding, with no prospect of having his injury compen-
sated, only brought to a hold prospectively. By the same token, the
ITC remedy has little deterrent value. Foreign manufacturers are
not punished for simply infringing U.S. process patents by import-
ing their products into the country until they are enjoined, with no
further penalty. Still, the ITC forum will remain a useful supple-
ment in process patent infringement situations after S. 1200 is en-
acted. The ITC can provide speedy and comprehensive injunctive
relief (covering many ports of entry in a single proceeding) while
the patentholder awaits the outcome of the trial in the federal
court to obtain damages.

In fact, measures under consideration within the Senate Trade
Bill incorporate S. 486, introduced by Senator Lautenberg and
others, which would lower some of the standards that must be met
in an ITC process patent infringement investigation, such as elimi-
nating the injury requirement. None of these proposals, however,
are conceived by their advocates as being a substitute for achieving
the needed modernization of the patent laws themselves that
allows infringement by importation of goods made abroad using a
patented process. Commissioner Quigg concurs with this view in
his statements on the issue: "Although ITC proceedings are an im-
portant adjunct to enforcement of patent rights, they should not be
the sole remedy available to process patentholders against competi-
tion from offshore manufacturers. 2 Commissioner Quigg has also
stated:

... I think it is important to keep 337, because that is a
short-term compact operation which the patent owner can
use to prevent the market from slipping away to foreign
manufacturers. Patent litigation in the Federal courts is a
more prolonged thing. It is not likely that you would be
able to get a preliminary injunction during the litigation,
and therefore the 337 approach does have a benefit for
U.S. patentholders. 3

It is worth noting that the ITC itself has in the past recommended
that a distinction be maintained between the patent-type protec-
tion for process inventions that is sought in S. 1200 and the trade-
type protection currently afforded by ITC adjudications in process
patent proceedings. The Commission has asserted that its principal
expertise is in micro-economic analysis of industrial competitive-
ness and the trade situation, factors that would not necessarily

2 "Process Patents," Hearings on S. 1543 before the Senate Judiciary Subcommittee on Pat-
ents, Copyrights and Trademarks, 99th Congress, 1st Session, p.12.

3 Ibid., p. 43.
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have a bearing on the pure issues of patent validity and enforce-
ment considered in straight infringement cases before the federal
courts. Some experts analyzing process patent legislation, on the
other hand, maintain that the ITC remedy in its current form is
adequate and the appropriate Way of addressing the problem of in-
fringing importations. They point out that ITC exercises in rem
rather than in personam jurisdiction: its orders go only to the goods
themselves that are being imported and used or sold here. These
experts contend that this focus on the goods is fair because once
the goods have passed beyond the hands of the original manufac-
turer, the persons handling them can no longer be assumed to be
knowledgeable of the process used to make the goods. This situa-
tion differs from the analogous one involving product patents, be-
cause in a case involving product patents, the person holding the
goods actually has in hand everything necessary to ascertain
whether there is infringement of a patent. At comparison of the
tangible item with the description and diagrams in the patent itself
may well reveal an infringement. In the process patent situation,
the persons holding the goods after they have left the manufactur-
er do not have in their hands the specific infringing element, the
process by which the product was made at some point in the past,
and it is not always possible to deduce the exact process that was
used by an analysis of the product at hand.

IMPLEMENTATION OF PROCESS PATENT LEGISLATION

In approving S. 1200, the Committee rejects the view that the
U.S. purchaser from an overseas manufacturer who makes goods
using a process patented in the United States has no responsibility
for the patent infringement involved. On the whole, it should be
the burden of business entrepreneurs who purchase goods to check
beforehand for possible infringement, whether of product or proc-
ess patents. They do so, now in the case of product patents, and S.
1200 will encourage them to do so with respect to process patents.
It is reasonable to expect that the more conscientious and legiti-
mate importers would indeed concern themselves to a greater
degree with the question of whether the goods they are importing
infringe a U.S. patent, if S. 1200 is enacted, because such importers
may find themselves otherwise emmeshed in litigation that may be
more expensive than the importation is worth to them.

The primary target of the U.S. process patentholder will natural-
ly be the manufacturer, who is practicing the process and import-
ing the resulting goods into the United States. If that manufactur-
er is subject to the jurisdiction of the U.S. courts then it would be
the preferred defendant because of its direct knowledge of the proc-
ess. Since the manufacturer may not be subject to jurisdiction, S.
1200 also allows the patentholder to sue the persons receiving the
goods in this country in the belief that they may be in the best po-
sition, apart from the manufacturer, to determine how the goods
were made. The U.S. purchaser may protect itself in a number of
ways: by specifying in the contract how the goods are to be made,
or by eliciting a contractual commitment from the foreign manu-
facturer either to come into the U.S. courts itself to defend an in-
fringement suit or to indemnify the purchaser against such a suit.
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See also Section 2-312(3), Uniform Commercial Code (implied war-
ranty against patent infringement).

At the same time, the Committee is sensitive to the special diffi-
culties that may attend a charge of process patent infringement for
persons who import, use or sell the products but do not themselves
practice the process. The Committee is also sensitive to the concern
that the bill might be abused for aggressive business purposes to
harass U.S. competitors whose operations depend on importing
goods from overseas. S. 1200 is intended to be a strong disincentive
to the importation, use or sale of products that are made by an in-
fringing process, but it should not simply be a weapon for patent-
holders to use indiscriminately to try to stop all entry of products
that compete with products made by their patented process. Only
goods made by an unauthorized use of the patented process should
be threatened by the bill. With a view to addressing those concerns
about potential abuse by patentholders, and undue burdens on de-
fendants in actions brought under S. 1200, the Committee devised a
system of damage limitations for different classes of defendants, in-
corporated a new procedure encouraging advance communications
between process patent owners and purchasers or importers of
goods in order to encourage infringement avoidance, and estab-
lished a notice requirement structured to insure that the alleged
infringer receives enough information to allow a reasonable assess-
ment of whether the goods are being manufactured by a process
patented in the United States.

The Committee-approved bill envisions three types of infringers:
(1) The manufacturer who uses the process without authori-

zation who is fully liable under the bill if he engaged in im-
porting, using or selling the resulting product in the United
States.

(2) An infringing importer, user or seller who had knowledge
before the infringement that a patented process was used by
the manufacturer to make the product which the importer or
retailer uses or sells is fully liable under the bill and is not
able to utilize the modifications of damages and other remedies
available under the bill for innocent infringers.

(3) An innocent (i.e. unknowing) infringing retailer or im-
porter, user or seller who does not himself use the process, is
entitled to take advantage of the limitations on damages and
other remedies available under S. 1200.

As was mentioned earlier, S. 568 is the same as S. 1543 of the
99th Congress, which unanimously passed this Committee and the
Senate but which failed to become enacted during the hectic clos-
ing hours of Congress last year. S. 1200 follows the same general
philosophy as S. 568. In S. 568 and in S. 573, damages only lay for
infringements that occurred after notice. Moreover, such damages
were limited by an 18-month grace period for retailers and a 6-
month grace period for non-retailers with respect to the disposal of
inventory. During those time periods, damages would have been
limited to reasonable royalties in order to give the notice recipient
sufficient time to dispose of inventory and make rational business
decisions without unnecessarily exposing himself to potentially
damaging risks.
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Those 6-and 18-month periods were criticized by some as "com-
pulsory licenses." The Committee did not interpret reasonable roy-
alties for inventory for a limited period of time to constitute even
an extremely loose conception of a compulsory license. In fact, the
phrase "compulsory license" implies an ongoing right of the li-
censes to do business in perpetuity without permission from the
patent owner. Such a right has no place in U.S. patent law, and no
such right was contemplated in S. 1543 or S. 568. Nevertheless, the
Committee changed the legislation in order to accommodate the
concerns of the parties who raise this issue. Thus, S. 1200 does not
contain any such mention of time periods nor does it require any
payment to the patentholder with respect to inventory disposal. In-
stead, S. 103(a)(2) provides that there are no remedies for infringe-
ment under this bill for product in possession, in transit to, or for
which there is a binding commitment to purchase and which has
been wholly or partially manufactured prior to notice of infringe-
ment.

However, if the notice recipient maintained or ordered an abnor-
mally large amount of infringing product, the amount of product
constituting the excessive inventory is subject to an infringement
action. This Committee continues to believe that the aforemen-
tioned 6-and 18-month inventory provisions of S. 1543 and S. 568
are reasonable. Thus, we would encourage the courts to presume
that a party who maintains or orders an amount of infringing
product that cannot be used or sold after notice within 18 months
by retailers or 6 months by non-retailers, is either maintaining an
abnormally large inventory or is attempting to take advantage of
the limitations of this bill. Such a finding would still permit the
use or sale of 6 and 18 months of product without liability, but
would put an infringer at risk for the amount of product in excess.
Similarly, we encourage the courts to presume that the 6-and 18-
month inventories are reasonable and that a party should not be
subject to liability for such an inventory unless he was otherwise
attempting to take advantage of this section or lost this limitation
for other reasons, such as lack of good faith or actual knowledge.

Under S. 1200, a party planning to import a product which is the
same as a currently produced product may make a request for dis-
closure to the current manufacturer. This request asks the manu-
facturer to list all process patents owned by or licensed to the man-
ufacturer as of the time of the request that the manufacturer then
reasonably believes could be asserted to be infringed. In the normal
case, the manufacturer will respond to the request with a list of
process patent numbers, and the potential infringer will use this
information to advise his supplier of what processes to avoid using.
Failure to present the information received from a request for dis-
closure to the supplier will result in a finding that the potential
infringer had notice of infringement, such that remedies for in-
fringement will be available with respect to any goods imported
beyond that time.

Defending against patent infringement charges is a normal
burden of doing business in America and around the world in the
technologically sophisticated commercial conditions of the 1980's.
The limitations on damages in S. 1200, combined with the advance
disclosure procedure, should eliminate the possibility of aggressive
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use of process patent infringement charges to harass innocent pur-
chasers (whether in fact infringing or not). The remedy limitation
here is not to be construed as a compulsory license, nor as a prece-
dent for other areas of patent law or types of patent infringement.
The Committee finds the "grace period" policy to be justified only
in the context of a bill intended to strengthen process patent pro-
tection. It is justified because of the elusive character of process in-
ventions, from the standpoint of infringers who are involved only
with the resulting products and not with the use of the process
itself. From the beginning of congressional consideration of process
patent reform in 1983 all proponents of the legislation have accept-
ed the restriction of the scope of the bill to exclude innocent (i.e.
unknown) infringing activity that occurs before the infringer is on
notice. The remedy limitations are simply a mechanism for realiz-
ing this principle in practice by allowing the unknowing infringers,
once notice is established, to sell a reasonable amount of inventory
accumulated prior to notice with limitations on their exposure to
damages. The temporary grace periods have as their sole purpose
to allow the infringer to rid himself of products he had purchased
and fulfill business commitments made prior to the time he had
notice of the infringement of a U.S. process patent, and to either
close down his business in this time or to find an alternative source
of supply that does not infringe the patent. The remedy limitation
is only available once for a given product: if the importer, wholesal-
er or distributor chooses to shift to a different supplier, he will be
fully liable from the time of notice should the process patentholder
bring another action against him with respect to the same product.
Of course, the importer or retailer must be an innocent infringer,
i.e. not have knowledge that the products were made by the patent-
ed process, to be eligible for the remedy limitation.

Similarly, the treatment of retailers should not be construed as
an unlimited compulsory license, but as a temporary reprieve to
allow them to move to non-infringing suppliers and liquidate their
inventory without disrupting their businesses. Infringers fall into
this category only if they obtain the illicit goods from a party in
the United States who does not use the patented process. If a re-
tailer has resources to send agents to other countries to seek sup-
pliers, then he should be able and willing to exercise more vigi-
lance. By using the request for disclosure procedure, he may seek
out legitimate manufacturers who do not avail themselves of proc-
esses patented in this country to make products intended for export
to this country. However, the Committee recognizes that in some
cases, it may not be useful for retailers to avail themselves of the
request for disclosure opportunity. Therefore, S. 1200 clarifies that
while it is generally evidence of good faith when a party requests
disclosure, the failure to request disclosure is not absence of good
faith if there are mitigating circumstances. For example, for many
retailers, due to the nature of the product, the number of sources
for products, or like commercial circumstances, a request for disclo-
sure may not be necessary or practicable as a means to avoid in-
fringement. The rationale in S. 1200 is to shelter only purchasers
who are remote from the manufacturer and not in the position to
protect themselves in contracts with the party who is actually
using the process.
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While this new request for disclosure procedure will assist in
avoiding intimidation of potential innocent infringers, it should be
noted that the problem of using patents for illegitimate purposes of
harassment is neither new nor limited to process patents. The
Committee notes that the courts are not powerless to deal with the
problem. For example, the federal judiciary, under Rule 11 of the
revised Federal Rules of Civil Procedures, has lately taken a more
stringent attitude toward an attorney's responsibility to investigate
the soundness of a complaint before filing it. And the patent law
itself allows the court, in an appropriate case, to order a patent
owner to pay his adversary's attorney's fees and other expenses.

An additional safeguard against abuse of S. 1200 is the require-
ment that the notification from the patent holder charging the
party with infringement must provide a specificity of information
that will permit the accused party to make a reasonable business
decision as to whether to continue his activities or seek a new
source for the product. Notice of infringement occurs when the al-
leged infringer has a combination of information sufficient to per-
suade a reasonable person that it is likely that a product was made
by a patented process. This combination of information will include
actual knowledge which may be acquired from the request for dis-
closure procedure, the information contained in the notification
from the patent holder and any other information known to the ac-
cused relevant to the issue of infringement. In issuing a notifica-
tion, the patentholder must specify the patent alleged to have been
used and the reasons for a goodfaith belief that such process was
used. If the patent holder has actual knowledge of any commercial-
ly feasible process other than the patented process which is capable
of producing the allegedly infringing product, the notification shall
set forth such information with respect to the other processes only
as in reasonably necessary to fairly explain the patent holder's
belief and is not required to disclose any trade secret information.
Thus, even if the patentholder decides to bring suit, unless his
filing includes this information, he will be deemed to have served
notice. Neither a vague unspecified claim of infringement, nor even
a lawsuit embodying such a claim would suffice for notice of in-
fringement; only a specific claim articulating the reasons for be-
lieving the patented process has been used, would expose the de-
fendant to damage liability. The Committee anticipates that the
difficulty of making this kind of showing will tend to discourage
use of the new cause of action for the purpose of "business aggres-
sion."

Once the recipient of notice knows the exact patent or patents in
question, and the reasons indicating that the process they cover
was used in manufacturing the goods, he will be able to evaluate
the claim, confer with the foreign manufacturer (or other supplier)
and decide whether to discontinue importing goods or defend an in-
fringement claim. The proposed notice requirements goes far
beyond the norm for product patent cases (or for that matter proc-
ess patent infringement cases under existing law) but the higher
threshold is justified here, in the Committee's judgement, because
of the special difficulties that may arise from the fact that the
process was used by a party other than the defendant. The notice
provision of S. 1200 is not intended as a procedent for other areas
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of patent protection. Despite its greater stringency, the Committee
expects that the serving of notice will still fulfill its traditional role
of avoiding the need for litigation in many situations.

Beside the extended notice requirement and damages limitations,
S. 1200 includes two further protections for potential defendants: a
grandfather clause stating that the bill shall not abridge or affect
the right of any person to continue to use, sell or import products
already in substantial and continuous sale or use in the United
States on May 15, 1987, and a provision calling on the Department
of Commerce to report annually to Congress during the first 5
years after enactment on the effect of S. 1200 on any domestic in-
dustries that submit formal complaints about interruption of legiti-
mate sources of supply.

In reference specifically to the concerns voiced by the generic
drug industry about the effects of S. 1200 on their overseas sup-
plies, one potentially valuable resource is the Food and Drug Ad-
ministration. It is the Committee's understanding that whenever a
generic drug company applies for FDA approval of a new generic
medicine, the FDA begins a Drug Master File (DMF) collecting
among other things information from the supplier about the proc-
esses involved in generating the materials sold to and subsequently
used by the generic company. The DMF is a confidential file, not
available to the public or even to the generic company for inspec-
tion. The DMF is complied from information supplied directly to
the FDA from the manufacturer and from inspections by FDA per-
sonnel in the factories of the manufacturer. However, if the file
can be obtained by the U.S. courts under a protective order without
violating any other provisions of law, it could be used to assist the
court in resolving whether the patented process was used in
making the goods in question. It might alleviate the need to rely on
indirect forms of evidence, such as chemical analysis, to trace the
process used.

The debate on the presumption clause in Section (4) of the bill
goes back to the 98th Congress. At that time the Judiciary Commit-
tee reported a process patent measure without including the pre-
sumption in the text of the bill but indicating instead in the report
that the Committee expected the courts to apply a presumption
where warranted. 4 In the present Congress, the Committee decided
to accede to the strong recommendations of the Administration and
the industry advocates of the bill to include presumption in the
statute itself.

The presumption would place the burden of proof on the defend-
ant to come forward with evidence that the goods in question were
not made by using the plaintiffs patented process after the plain-
tiff has made a reasonable but unsuccessful effort to ascertain the
process actually used, and further has established a substantial
likelihood that the goods were made by that process. The presump-
tion mechanism stems from the basic principle behind the bill, that
the U.S. purchaser of the goods is in the best position to make the
arrangements necessary with foreign manufacturers and suppliers
to assure that U.S. process patents are not violated. The Committee

4 Senate Report 98-663, 98th Congress, 2nd Session, p. 6.



45

envisions that the plaintiff would make informal inquiries to the
foreign manufacturer of the product (if identifiable) or make rea-
sonable attempts to use the discovery procedures available in the
foreign countries. Certainly, the presumption clause attempts to
strike a balance. Presumptions should not be casually established.
To ensure that an unfair burden is not imposed on importers and
distributors of noninfringing products, any provision dealing with
this subject should, at a minimum, require the patentee to demon-
strate, on the basis of available evidence, that a substantial likeli-
hood exists that the product was produced by the patented process
and, further, that a reasonable but unsuccessful effort was made to
determine that the process was actually used in the production of
the product. To establish a substantial likelihood, for example, a
patentee might show that the patented process was the only known
method, or the only commercially practical method, for producing
the product, or that physical evidence, such as the exact chemical
composition of the product, indicates the use of the patented proc-
ess. A reasonable effort requirement could easily be satisfied in the
United States through our discovery procedures. For a foreign
manufacturer the patentee would have to take some reasonable
step, such as writing to the manufacturer, to determine how the
product was made and to have been unsuccessful in this regard.
The reasonableness of the effort would depend on the facts of the
case but should generally avoid the need for such measures as let-
ters rogatory or suits in a foreign country. Exactly how much evi-
dence will be needed in particular situations to satisfy the "sub-
stantial likelihood" condition will depend on the circumstances.
However, the patentee's burden would be less than that of proving
successfully at trial by a fair preponderance of the evidence that a
product in question was in fact made by the patented process but
would be more than a slight possibility that the product was so
made.

Most of our trading partners that extend process patent protec-
tion to the products made by the processes do also provide for a re-
buttable presumption for shift in the process burden of proof. But
many of them also limit the application of the new presumption to
processes for making "new" products. The drawbacks of this ap-
proach may be illustrated by the recombinant DNA processes for
producing naturally occurring substances, which cannot themselves
be patented and which are in no sense "new." Thus, this approach
would deprive some of the most important process innovators of
the value of the presumption. The Committee rejects this approach
because there is no clear justification for discriminating against
certain types of process inventions. In order to secure a patent, a
new process must be deemed useful, novel and unobvious-the
same criteria that are applied to product inventions. If a process
invention satisfies these criteria, then it is in the interests of socie-
ty to have it publicly disclosed in return for a limited period of ex-
clusivity for the inventor, regardless of whether the process leads
to a "new" or "old" product. A good example of the latter was pre-
sented to the House Judiciary Committee during a hearing on this
issue by Genentech Corporation; a new, more economical process
they have developed in conjunction with Lubrizol Corporation for
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producing Vitamin C.5 Enactment of S. 1200 would help Genentech
protect itself against an influx of Vitamin C produced abroad by
means of their economical new process, and produced all the more
cheaply because the foreign manufacturer had no R&D expenses in
procuring the process. But under the "new product" approach,
Genentech would not benefit from the presumption clause in bring-
ing suits for such infringement of its process.

Most of the foreign patent statutes that extend process protection
to the product resulting from the process also include the limita-
tion that the product must be made "directly" from the process.
The significance of this qualification is discussed at length in the
section-by-section analysis. The basic point is that if a final product
has undergone a material change after being initially produced by
the patented process, then it should no longer be covered within
the scope of protection offered by S. 1200.

Some parties urged the Committee to include the word "directly"
in the statutory language of the bill, making the U.S. law conform
to the norm of industrialized nations and insuring that process
patent protection does not become too broad. A number of industry
advocates of the bill on the other hand were concerned that includ-
ing the word "directly" might unduly restrict the scope of the bill
if it were interpreted narrowly to exclude products that had been
altered in trivial ways after the stage of manufacture where the
patented process was used. The Committee concluded that both
parties were seeking the same balance, and reached the decision to
exclude products that had been "materially changed by subsequent
processes; or . . . become a trivial and nonessential component of
another product." Inevitably the courts will have to assess the per-
mutations of this issue of proximity to or distance from the process
on a case-by-case basis. The section-by-section analysis offers guid-
ance and examples for the interpretation of this provision.

Because of our obligations under the GATT treaty to refrain
from trade discrimination, the process patent bill was crafted to
apply equally to the use or sale of a product made by a process pat-
ented in this country whether the product was made (and the proc-
ess used) in this country or in a foreign country. As explained earli-
er, the bill is prompted by the use of patented processes in other
countries followed by the importation of the resulting products into
this country. The use of the process in this country is already an
act of infringement under existing patent law, and such an infring-
ing party would be subject to the jurisdiction of the U.S. courts.
Thus the inclusion of domestic process patent infringement in the
scope of a bill to extend protection to the products is regarded by
the Committee as a formality to conform to the GATT, with little
or no practical consequences in patent enforcement. The American
Bar Association suggested in a letter to the Committee 6 that an

5Statement of Thomas D. Kiley, Esq., Vice President, Corporate Development, Genentech,
Inc., before the House Judiciary Subcommittee on Courts, Civil Liberties and the Administration
of Justice, February 19, 1986 (Hearing on "Intellectual Property and Trade." 99th Congress,
Serial Number 60).

6 Letter from Jan Jancin, Jr., President, ABA Section of Patent, Trademark and Copyright
Law, to Senator Mathias, March 10, 1986. Printed in "Process Patents," Hearing on S. 1543
before the Senate Judiciary Subcommittee on Patents, Copyrights and Trademarks, 99th Con-
gress, 1st Session, pp. 266-8.
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alteration should be made in the presumption clause to make clear
that if a suit is brought under the bill against a purchaser of goods
made domestically by infringing a process patent, then the pre-
sumption is not applicable since there is no obstacle to obtaining
discovery to determine the process used to make the goods. The
Committee accepts the ABA's reasoning that the presumption
should not be operative in this situation, but concludes that no
change in the language of the bill is necessary. The presumption
would never apply in the situation of domestic process patent in-
fringement because a reasonable effort on the part of the plaintiff
would require obtaining discovery against the manufacturer who is
actually practicing the process in this country and who is therefore
subject to the U.S. courts' jurisdiction, as might not be the case
with foreign manufacturers. In any case, the Committee does not
expect or intend the bill to be used to sue purchasers of the prod-
uct, when the infringing manufacturer can be sued instead.

Concerns were raised, at a Senate hearing and elsewhere, that
process patent legislation would undermine the Drug Price Compe-
tition and Patent Term Restoration Act, which became law in the
98th Congress (P.L. 98-417). Generally, this law combined an expe-
dited procedure for FDA approval of generic imitation on brand-
name drugs. The generic companies contended that if their supply
of raw materials from overseas sources is reduced by process patent
infringement suits, then the goals of P.L. 98-417 would be under-
mined. With the protections built into the substitute approved by
the Committee, the generic pharmaceutical industry now supports
S. 1200. It should be recognized, in particular, that the grandfather
clause gives an exception for the many new generic medicines that
have been approved or whose applications have been submitted to
the FDA during the period between enactment of P.L. 98-417
(signed into law on September 24, 1984) and May 15, 1987.

Once the patent on a brand-name drug has expired, anyone is
free to make, use or sell the product (assuming FDA clearance), but
if there is an unexpired patented process for making the drug, then
other parties must find a different way to make it. Again, in order
to obtain a patent, the process must be novel, useful and unob-
vious, an invention whose disclosure would benefit the public as en-
visioned in the Constitution. To obtain a process patent on a useful,
new way to make a medicine is not to prolong or "evergreen" the
product patent on the medicine itself, even if the patentholder for
the process and original product is the same inventor. No responsi-
ble critic of S. 1200 has ever maintained that goods made abroad by
a process patented in the United States should be allowed to come
into the United States to benefit competitors of the process patent-
owner. To the extent that this is happening at present, S. 1200 is
indeed intended to cut off such lines of supply, and to expose the
beneficiaries, after adequate notice, to damage liability for their ac-
tions. The only issue has been whether the bill could also be used
to cut off other, legitimate supplies from overseas, and in response
to this concern the Committee has fashioned an elaborate system
of pre-disclosure safeguards and limitations.
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D. SECTION-BY-SECTION ANALYSIS

SECTION 101

Section 101 amends Section 154 of title 35, United States Code,
by adding to the present rights held by the patent owner, the right
to exclude others from using or selling throughout the United
States, or importing into the United States, products made by a
patented process.

SECTION 102

Section 102 amends Section 271 of title 35, United States Code,
by adding a new subsection (g). This subsection provides that who-
ever without authority imports in the United States or sells or uses
within the United States a product which is made by a process pat-
ented in United States is liable as an infringer.

Since a process patentee can already prevent the use of the pat-
ented process by domestic manufacturers, the primary effect will
be on foreign-made goods. These amendments will not give extra-
territorial effect to U.S. law. U.S. patents will not prevent foreign
manufacturers from using abroad the process covered by the U.S.
patent, so long as the products they make thereby are sold and
used abroad. But the amendments will prevent circumvention of a
U.S. process patentee's rights through manufacture abroad and
subsequent importation into the United States of products made by
the patented process.

Specifically, the Committee does not intend that it shall be an
act of infringement to import a product which is made by a process
patented in the United States "solely for uses reasonably related to
the development and submission of information under a Federal
law which regulates the manufacture, use or sale of drugs." See
271(e)(1) of title 35, United States Code. Congress previously decid-
ed that certain actions do not constitute patent infringements and
this Act does not change that prior policy decision.

The bill provides that no remedy may be granted for infringe-
ment resulting from the noncommercial use or retail sale of a prod-
uct unless there is no adequate remedy on account of the importa-
tion or other use or sale of that product. The purpose of this provi-
sion is to protect retail sellers and the consumers who purchase
products at retail for personal use and consumption from damages
for infringement if adequate relief is obtainable from more in-
volved parties.

The Committee intends the limitations on remedies against "non-
commercial users" to be for the protection of those purchasers who
enjoy personal use and consumption of the product produced by the
allegedly infringing process, such as the patient who consumes a
drug product or a home gardener who sprays a pesticide. The Com-
mittee does not intend this protection to be enjoyed by a party who
uses a product produced by an allegedly infringing process in the
production of another product, or who otherwise engages in further
manufacturing, processing, or other industrial or business use of
the product, other than that which may fall under the provision of
Sec. 287(b)(2).
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It should be noted that many of the "products" produced by pat-
ented biotechnology processes are themselves "used" in the manu-
facture of another product which is introduced into commerce. Con-
sider a process patent held on a method for preparing a plasmid or
other vector. The use of the plasmid or vector to insert a new gene
into a living cell, instructing the cell to produce an important
human protein (such as insulin or interferon) which will then be
separated from the fermentation mash, purified, and packaged into
single dosage forms, is a commercial use and is ineligible for the
limited protection granted to non-commercial uses. The field of bio-
technology is particularly susceptible to commercial "uses" without
sales. For example, a patent may cover a process for producing a
microorganism using recombinant DNA technology. The microorga-
nism is then used to produce a particular commercial end-product
of great value. The bill's provisions limiting remedies against users
are not intended to apply to such commercial uses. The Committee
believes that without expeditious remedies against use-based in-
fringement, merely stopping importation and non-retail sale of the
microorganism after its entry into the country fails to prevent com-
mercial use of the microorganism.

An understanding of the statement that "A product which is
made by a patented process will, for purposes of this title, not be
considered to be so made after-(1) it is materially changed by sub-
sequent processes; or (2) it becomes a trivial and nonessential com-
ponent of another product" is critical to understanding the scope of
this legislation. The Committee intends a specific two-phase test to
be implemented.

Many foreign patent statutes extending process protection to the
product resulting from the process include the limitation that the
patented product be made "directly" from the process. They use
the word "directly" to exclude as an infringement the importation,
use or sale of a product which is materially changed from the prod-
uct resulting from the patented process by subsequent steps or
processes. An example of the problem the Committee is addressing
in this section is the extraction of minerals from the earth. These
minerals may later be used to manufacture materials, which are
still later embodied in components, which are in turn used in the
assembly of the product in question. In this instance, the minerals
have been "materially changed" within the meaning of this sec-
tion.

The Committee agrees that once a product has been materially
changed, then subsequent purchasers, users and sellers should no
longer be liable for process patent infringement. However, the
Committee decided against including the word "directly" in the
statute out of concern that the word "directly" might have been
construed too broadly and possibly exempt too many products that
have been altered in insignificant ways after manufacture by the
patented process. These products ought to be treated as infringing
under the bill. The Committee expects the courts to exercise care-
ful judgement in distinguishing those products that are too far re-
moved from the patented process, and those that have been
changed only in insignificant ways. The Committee believes that
the courts will be in a better position to settle such issues without
the standard of "directly" constraining their judgment.
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The inclusion in the standard of the words "trivial and nonessen-
tial component" will further assist the court in distinguishing prod-
ucts that are too far removed from the patented process.

In order to give the courts Congressional guidance in what may
be a difficult determination, the Committee notes that the bill
would establish the following two-phased test:

1. A product will be considered made by the patented process re-
gardless of any subsequent changes if it would not be possible or
commercially viable to make that product but for the use of the
patented process. In judging commercial viability, the courts shall
use a flexible standard which is appropriate to the competitive cir-
cumstances.

2. A product will be considered to have been made by a patented
process if the additional processing steps which are not covered by
the patent do not change the physical or chemical properties of the
product in a manner which changes the basic utility of the product
by the patented process. However, a change in the physical or
chemical properties of a product, even though minor, may be "ma-
,terial" if the change relates to a physical or chemical property
which is an important feature of the product produced by the pat-
ented process. Usually, a change in the physical form of a product
(e.g. the granules to powder, solid to liquid) or minor chemical con-
version, (e.g., conversion to a salt, base, acid, hydrate, ester, or ad-
dition or removal of a protection group) would not be a "material"
change.

It is only those who import, use or sell a product after it has
been materially changed or has become a trivial or nonessential
component of another product who may avoid liability for process
patent infringement. Even with that general guidance, the courts
may frequently find themselves in a quandary on this most impor-
tant phrase. There will be cases where the product has clearly been
materially changed or become trivial and nonessential, under the
two-phase test, and others where it clearly has not; however, many
instances will be less clear. Some examples may help provide addi-
tional resources to the courts:

A metal strip with certain unique properties is produced by a
U.S. patented process. A foreign competitor makes the strip using
the process, then turns the strip into a core, puts the core in a
transformer and imports the transformer into the United States.
Even if there were other commercially or economically viable non-
infringing processes for making the strip, this is still a clearcut
case of infringement of the process patent that this Act is intended
to prevent because the subsequent changes would not be considered
material. Similarly, taking that metal strip and hear treating or
annealing it in a magnetic field would not change the product as to
avoid infringement.

If the patented process produces chemical X, any person import-
ing, using or selling chemical X is liable for infringement.

If new entity, chemical Y, is produced from chemical X as the
result of a material change, the court must also consider the other
phase of the test before deciding if Y is infringing or non-infring-
ing:
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If the only way to have arrived at Y is to have used the patented
process at some step, e.g., producing X as an intermediate, Y is in-
fringing.

If there is more than one way to have arrived a Y, but the pat-
ented process is the only commercially viable way to have done so,
Y is infringing.

If there are commercially viable non-infringing processes to have
arrived at X, the connection between the patented process for pro-
ducing chemical X and the ultimate product, chemical Y, is broken,
and Y would be a non-infringing product having satisfied both
phases of the test.

In the biotechnology field it is well known that naturally occur-
ring organisms contain within them particular genetic sequences
composed of unique structural characteristics. The patented process
may be for the process of preparing a DNA molecule comprising a
specific genetic sequence. A foreign manufacturer uses the patent-
ed process to prepare the DNA molecule which is the product of
the patented process. The foreign manufacturer inserts the DNA
molecule into a plasmid or other vector and the plasmid or other
vecot containing the DNA molecule is, inturn, inserted into a host
organism; for example, a bacterium. The plasmid-containing host
organism still containing the specific genetic sequence undergoes
expression to produce the desired polypeptide. Even if a different
organism was created by this biotech procedure, if it would not
have been possible or commercially viable to make the different or-
ganism and product expressed therefrom but for the patented proc-
ess, the product will be considered to have been made by the pat-
ented process.

In the semiconductor industry, a manufacturer may have a proc-
ess patent for forming a semiconductor structure in a semiconduc-
tor substrate. Subsequent processing to complete and finish the
component does not materially change the semiconductor substrate
in which the semiconductor structure formed. In addition, a court
could determine that the cost of a semiconductor component was
trivial in relation to the cost of the whole product, but if that same
component is essential to the intended function of the whole prod-
uct then it would be covered by this title.

The Committees recognizes the concern raised concerning possi-
ble overreach. One example is a process patent for extracting min-
erals from the earth. There is no intent that the minerals, eventu-
ally refined, with the product ending up as a component of an auto-
mobile which is imported into this country, should subject the im-
porter to an infringement action. However, this must be distin-
guished from the importation of the mined minerals themselves.
Similarly, this must be distinguished from the case wherein the
patent covers a process for making shock absorber. Even if that
shock absorber is put into a much larger and more expensive prod-
uct, e.g., an automobile, the patent owner could still sue the im-
porter of that automobile. Although injunctive relief might not be
appropriate under those circumstances, some damage relief would
be appropriate, based, for example, on an apportionment of the
contribution of the infringing part to the value of the whole prod-
uct in which it is incorporated. Of course, the importer and whole-
saler have other rights under this bill to limit liability, and the re-
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tailer may avail himself of other provision of this bill and have no
liability for retail sales. Finally, there is no intent whatsoever for
the innocent consumer to even be subject to suit.

SECTION 103

Section 103 amends Section 287 of title 35 by adding a new sub-
section (b) with five subparagraphs, which introduces limitations
on the remedies available to a process patentholder when infringe-
ment is based on importation, sale or use of a patented process and
conditions associated with the eligibility of the modification of rem-
edies.

Paragraph (b)(1) provides that the modification of remedies out-
lined in subsection (b) are not available to three categories of in-
fringers. For these three categories of infringers, all of the provi-
sion of title 35 relating to damages and injunctions apply. Para-
graphs (b)(1) (A) through (C) define those infringers who are not en-
titled to any diminution of the monetary and injunctive remedies
normally available to a patentholder. They include the party who
actually carries out the process, or who controls or is controlled by
that party. Thus, those who are closely connected with carrying out
the process in the manner outlined, are fully liable for any direct
acts of infringement they commit in the United States, as well as
for any acts of inducement of infringement or contributory in-
fringement committed through control inside or outside the territo-
rial limits of this country. The bill is not intended to reward in-
fringers who close their eyes to facts that a reasonable person
would see. Similarly, it is not intended that a party should be per-
mitted to qualify for reduction of or immunity from liability by in-
tentionally avoiding the acquisition of knowledge.

Existing section 287 of title 35 states that damages for patent in-
fringement may be recovered by the patentholder either from the
time he marks his patented article with the patent number, or if
he fails to mark, from the time he serves notice to the infringer.
However, the courts have held that these prerequisites for damages
apply only to product patents, and that persons who infringe a
process patent by using the process in this country are fully liable
from the beginning of the activity without notice from or marking
by the patent owner. The Committee intends that this harsher
standard apply also with respect to process patent infringers who
use the process and engage in importing, using or selling the prod-
ucts in the United States. This would apply in a situation, for ex-
ample, where a foreign manufacturer who uses a process patented
in the United States but not in the country of manufacture, itself
imports the products for use or sale here. In that situation, the for-
eign manufacturer would be liable for damages from the outset of
the infringing activity even without receiving notice of infringe-
ment from the patent owner. Similarly, any party who knowingly
imports, uses or sells products made without authority by a process
patented in this country is fully liable for damages running from
the time he begins knowingly engaging in such activity. On the
other hand, a foreign manufacturer is not liable under the bill if he
merely uses the process abroad (again assuming the U.S. inventor
has not also patented the process in the foreign country) and sells
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the product there with no knowledge that the buyer will subse-
quently import the product here.

Paragraph (2) specifies that with regard to infringers not ex-
cluded under paragraph (1), the patentholder has no remedy for in-
fringement with respect to any product which was in the posses-
sion of, or in transit to the party, of for which the party has made
a binding commitment to purchase and which has been partially or
wholly manufactured before the party had notice of infringement.
The Committee intends that with respect to an infringer not ex-
cluded under paragraph (1), the patentholder has no remedy for in-
fringement with respect to pre-notice inventory. However, if the
court finds that the party maintained or ordered an abnormally
large amount of infringing product, or the product was acquired or
ordered by the party to take advantage of the limitation on reme-
dies provisions, the court shall limit the application of the modifi-
cation of remedies provisions to the reasonable portion of the in-
ventory. For the purpose of this paragraph, an abnormally large in-
ventory on hand or on order shall be presumed to exist if it cannot
be sold in the normal course of the infringer's business in 18
months if the infringer is a retailer or in 6 months in any other
case. Thus, courts should presume that maintaining or ordering an
amount of infringing product that cannot be used and sold after
notice of infringement within 18 months by retailers and 6 months
by non-retailers is either maintaining an abnormally large inven-
tory or an attempt to take advantage of the limitations of this bill.
Such a finding would still permit the use or sale of 6 and 18
months of product without liability, but would put an infringer at
risk for the amount of product in excess. Similarly, the Committee
encourages the courts to presume that the 6 and 18 month invento-
ries are reasonable and that a party should not be subject to liabil-
ity for such an inventory unless he was otherwise attempting to
take advantage of this section or lost this limitation for other rea-
sons, such as lack of good faith or actual knowledge.

Paragraph (3) provides that in an action brought for infringe-
ment under section 271(g) of title 35, United States Code, the court
shall take into consideration the good faith and reasonable busi-
ness demonstrated by the defendant, the good faith demonstrated
by the plaintiff with respect to the request for disclosure discussed
below, and the need to restore the exclusive rights of the patent-
holder through an adequate remedy.

During the discussions and testimony leading to the adoption of
this bill, the non-manufacturing groups likely to use or sell import-
ed products stressed their need and desire to obtain information to
assist them in avoiding infringement. A procedure to assist these
groups in attaining this information is necessary because an im-
porter of a product from a foreign manufacturer is ordinarily
unable to obtain specific information from his supplier regarding
the process used in manufacturing the imported product. The
groups representing patentholders agreed to a procedure under
which manufacturers would provide a listing of the patent num-
bers of process patents owned by or licensed to the manufacturer
as of the time of the request that the manufacturer then reason-
ably believes could be asserted to be infringed in connection with
the production of its product.
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The request for disclosure procedure is explained in paragraph
(4). The first step-the actual request for information is a formal
request made by a party who is engaged in, or intends to become
engaged in, the sale of a particular product. The request is directed
to one or more other parties who are then engaged in the manufac-
ture of the product, no the expectation they are most likely to hold
pertinent process patents. Such a request should be made before
the requester actually commences any activity which could result
in infringement, and it should be made in all cases except those in
which, because of the nature of the product, the number of parties
to whom a request would need to be directed, or like circumstances,
a request for disclosure would be impracticable or unnecessary. For
example, due to the nature of the product or the number of sources
for products, it may not be practicable for retailers to use this pro-
cedure to avoid infringement.

An illustration of the situation in which a request would be im-
practicable would be one in which a party intends to import a table
that is simple and undistinguished, and the party knows that simi-
lar tables are made by many other companies. Since requests
would have to be directed to a large number of companies and
there is nothing unusual about the table to be imported, a request
for disclosure is very unlikely to produce meaningful information.
It is impracticable. However, if the subject table had a distinctive
construction, and a similar one was being manufactured by only a
few companies, the importer would be expected to request disclo-
sure.

A request for disclosure is unnecessary when the party who
would otherwise make it already has the information sought, for
example, when a prior request was previously made to the same
source and it is clear no additional patents have arisen since the
earlier request. Of course, a court should be reluctant to conclude
that a request was "unnecessary" when, in fact, the product is
found to be made by an infringing process, and a request for disclo-
sure might have avoided the infringement.

The second step in the procedure is the patentees's response to
the request. The patentee is expected to provide a complete good
faith response, identifying all process patents owned by or licensed
to him that he reasonably believes could be used to make his own
product. It is understood that the patentee's response will depend
largely on the information available to him at the time the request
is made. For example, it is also possible that the manufacturer may
acquire additional relevant patents subsequent to the request for
disclosure. The manufacturer is not precluded from making, indeed
is encouraged to make, supplemental responses if the acquisition of
additional information warrants it.

The request for disclosure must include a representation by the
requesting party that it will submit the response to its manufactur-
er, or if not known, to its supplier, with the request for assurance
that none of the processes of the disclosed patents is used in the
manufacture of the product.

The requirement of "notice of infringement" embodied in various
paragraphs of subsection (b), is intended to balance the interests of
process patentees and parties who are infringing by using or selling
the product, in good faith, without knowledge of the process used to
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produce it. The Committee does not intend that "notice" be a
device through which infringers can escape liability by deliberately
avoiding knowledge or failing to appreciate the significance of in-
formation available to them. What should be kept in mind is that
no liability attaches in any event unless infringement of the pat-
entee's rights has occurred: "notice" simply defines the point in
time when someone who is, in fact, an infringer has sufficient in-
formation to make it reasonable to initiate the period of his ac-
countability.

As stated in subparagraph (5)(A), the accumulation through
actual knowledge, or receipt by a party of a written notification, or
a combination thereof, of information will put the infringer on
notice when, in the aggregate, it is sufficient to persuade a reasona-
ble person that it is likely a patented process was or is being used.
It is important to note that the issue to be resolved with respect to
"notice of infringement" is not whether there are sufficient facts
recited in the notification or known to the party notified to support
the conclusion that there is infringement but rather only whether
infringement is "likely." This is significantly less demanding than
the "preponderance of evidence" standard a patentholder would
face in proving infringement at trial. What is required is simply
enough to bring home to the infringer the presence of an apprecia-
ble likelihood of infringement, sufficient to make it reasonable to
hold him accountable when he chooses to continue his activities.

Subparagraph (5)(B) relates to written notification addressed to
the accused infringer by the patentholder. The written notification
shall specify the patented process that is alleged to have been used
and the reasons supporting a good faith belief that such process
was used. If the patentholder has actual knowledge of other com-
mercial processes for producing the particular product, the notifica-
tion should set forth such information with respect to such process-
es only as is reasonably necessary to fairly explain the patent hold-
er's belief and is not required to disclose any trade secret informa-
tion.

Subparagraph (C) provides that a party who receives a written
notification of infringement shall be deemed to have notice of in-
fringement if he fails to seek responsive information from the man-
ufacturer (or, if not known, the supplier) of the product he is using
or selling, unless there are mitigating circumstances. The notifica-
tion need only meet the first sentence of subparagraph (B) to trig-
ger that requirement and that result; obviously it is unnecessary to
provide the manufacturer with information tending to negate the
use of other processes, since the manufacturer knows directly what
process he is using. Similarly, this provision applies even though
the notification does not contain enough information to constitute
"notice of infringement."

A non-manufacturing party receiving a notification alleging in-
fringement has an obligation to take reasonable steps to determine
if there is any basis for the allegation and cannot evade liability by
remaining ignorant of facts which might establish a likelihood of
infringement. Any knowledge which a purchaser may acquire as a
result of such inquiries will contribute to satisfying "notice of in-
fringement," which can be satisfied by a combination of the infor-



56

mation contained in a notification from the patent holder and any
other information known to the party charged with infringement.

Since making an effective inquiry is not costly, and it has the po-
tential of stopping, curtailing or avoiding infringement of the
patent holder's rights, only the most compelling reasons should be
accepted as excusing a failure by the recipient of a notification to
submit it to his manufacturer/supplier for verification. An example
of such "mitigating circumstances" would be death or incapacity of
the person who was intended to make the submission or an inabil-
ity to locate the manufacturer/supplier due to his no longer being
in business or in circumstances where the product has passed
through many hands.

For similar reasons, subparagraph (D) provides that a party who
receives a response to a request for disclosure and who fails
promptly to submit it to the manufacturer/supplier with a request
for a written statement that none of the patented processes is used,
is deemed to have notice of infringement. Submission of the re-
sponse to a request for disclosure to the requester's manufacturer/
supplier is mandated because that manufacturer knows the process
being used and therefore is in the best position to avoid infringe-
ment or provide evidence that the patented process is not being
used, if that is the case.

The mere act of submitting the patentee's response or notifica-
tion to the manufacturer does not, however, automatically absolve
a party from having notice of infringement. The Committee has
not attempted to, and could not, spell out in detail all circum-
stances in which the infringer should be found to have notice. Nev-
ertheless, the Committee expects the court to consider, in deter-
mining the presence or absence of notice, the information received
(or lack thereof) by the importer from his manufacturer/supplier.
For example, a party who sends to his manufacturer/supplier a no-
tification of infringement or a response to a request for disclosure,
and who does not receive from that manufacturer/supplier an ade-
quate assurance that the patented process is not being used, and
sufficient supporting information to make an assurance credible
should almost certainly be found to have notice of infringment
should he choose to continue to deal in the goods of that supplier/
manufacturer.

Subparagraph (E) provides that filing of an action for infringe-
ment shall constitute notice of infringement only if the pleadings
or other papers filed in the action meet the requirements of sub-
paragraph (A), i.e. contain sufficient information to persuade a rea-
sonable person that it is likely the product was made by a patented
process. The Committee recognizes, however, that it may not
always be clearcut when sufficient information exists to constitute
"notice of infringement", and that patentholders may properly and
lawfully bring suit irrespective of whether that technical require-
ment is met. Neither "notice of infringement" nor "notification" is
a prerequisite for a legally sufficient complaint for patent infringe-
ment.

Even if "notice of infringement" is not satisfied by the initial
papers filed in the action, this subparagraph recognizes that it may
be satisfied at a later time by other papers filed in the action, in-
cluding discovery obtained from the accused infringer or third par-
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ties, additional information provided by the patentholder, expert
witness statements or the like. As discussed earlier, remedies for
infringement will not begin to accrue until the standard for notice
of infringement is met, even if a legal action has already begun.

SECTION 104

Section 104 adds a new Section 295 to title 35, to establish in
carefully defined circumstances, a rebuttable presumption that a
product that could have been made by use of a patented process
was in fact so made. This presumption addresses the great difficul-
ties a patentee may have in proving that the patented process was
used in the manufacture of the product in question where the man-
ufacturer is not subject to the service of process in the United
States. The burden of overcoming this presumption will be on the
alleged infringer, regardless of whether the infringement charge is
based on use, importation, or subsequent sale of the infringing arti-
cle. While the defendant may not necessarily have in its possession
the means necessary to rebut the presumption, it is likely to be in
a far better position than the patentee to obtain them. Importers,
for example, because of their relationships with foreign manufac-
turers, may be able to exert pressure on such manufacturers to
produce the necessary information. Users and sellers who purchase
possibly infringing articles from importers may be able to exert
similar pressure on those importers, who would in turn influence
foreign manufacturers. Of course, purchasers would retain what-
ever rights to indemnification they may have under contract or ap-
plicable State law.

Presumptions of manufacture by a patented process, however,
should not be casually established. Importers and subsequent pur-
chasers may be unable to obtain the information needed to over-
come such presumptions when the products in question were not
made by patented processes. At a minimum, the existence of the
presumption will require a party who uses, sell, or imports a prod-
uct that might have been made by a patented process to exercise
greater care in business dealings to avoid increased liability. To
minimize the risk of aggressive litigation intended to discourage
firms from carrying competing products, the presumption will be
available under Section 295 only when two conditions are satisfied.

First, the patentee must demonostrate on the basis of the evi-
dence that is available that a 'substantial likelihood' exists that the
product was made by the patented process. Such evidence could in-
clude chemical analysis of the product or indications or "marks" on
the product itself, as well as expert testimony regarding known
methods of production at costs that would justify sale of the prod-
uct at the prices being charged. Exactly how much evidence will be
needed in particular situations to satisfy the "substantial likeli-
hood" condition will depend on the circumstances, However, the
patentee's burden would be less than that of proving successfully
at trial by a fair preponderance of the evidence that a product in
question was in fact made by the patented process but would be
more than a slight possibility that the product was so made.
Second, the patentee must show that he or she has made a reason-
able effort to determine what process was used in the manufacture
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of the product in question and was unable to do so. The reasonable-
ness of the effort would include the use of discovery procedures
under the Federal Rules of Civil Procedure or other good-faith
methods, such as requesting the information from the manufactur-
er, if not subject to U.S. jurisdiction. These limitations on the avail-
ability of the presumption should make it available to patent
owners who might otherwise be left with no remedy against an in-
fringer, and should also adequately safeguard the rights of competi-
tors.

The Committee notes that the rebuttable presumption would be
inapplicable if the defendant has used the process in the United
States, or has derived the products directly or indirectly from a
manufacturer who used the process in the United States. In these
circumstances, the discovery provisions of the Federal Rules of
Civil Procedure and the equitable powers of Federal courts should
be sufficient to allow the plaintiff to ascertain what process was
employed. In this regard, the Committee trusts the courts to issue
protective orders, in appropriate circumstances to prevent disclo-
sure of the trade secrets and confidential business data of the par-
ties. For example, the Committee expects protective orders to be
used in encouraging foreign manufacturers to supply information
pertinent to a process patent infringement suit revolving around
goods made by such manufacturers. If information is obtained
under a protective order that definitely determines the process
used to make the goods in question, the presumption, would not be
applicable.

Once the plaintiff has been found to be entitled to the presump-
tion, the burden of producing evidence to establish that the product
was not made by the process shifts to the defendant. Courts will
continue to determine which party has the ultimate burden of per-
suasion and what amount of proof is necessary.

SECTION 105

Section 105(a) contains a grandfather clause exempting commer-
cial arrangements that have been or were about to be entered into
prior to May 15, 1987. The special importance of this provision for
the generic pharmaceutical industry was mentioned in the State-
ment. Since the Drug Price Competition and Patent Term Restora-
tion Act of 1984, over 100 abbreviated new drug applications
(ANDA's) for generic medicines have been approved by the FDA.
The Committee firmly believes it would be inequitable if process
patent legislation were to interfere with the marketing of these
newly approved generic drugs, or with other ANDA's that were
pending but not yet approved on May 15, 1987, if substantial com-
mercial investments had been made in them prior to that date.

That is, if a generic pharmaceutical company has made substan-
tial commercial investment in preparing and filing an ANDA and
is awaiting FDA approval as of May 15, 1987, or if the company
had been granted an approval before that date and starts to
market a generic medicine in the United States, the pharmaceuti-
cal products that the company imports, uses and sells in connection
with the ANDA are protected under the grandfather clause. The
generic company may expand or contract its business with these
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products, shift to different suppliers as necessary and continue to
come under the protection of the grandfather clause.

Apart from this particularly sensitive area, the Committee envi-
sions that the courts will interpret the scope of the grandfather
clause in the individual cases brought before them with a view to
the qualifying language "to the extent equitable" in the provision.
Ordinarily, a party whose business before the grandfather date in-
volved infringing activity should be able to continue to import, use
or sell the product as necessary to maintain the same level of busi-
ness, but not to expand such business by increasing the volume of
products that he is using or selling, unless of course he has pro-
spectively committed himself to such increases in a contract made
prior to the grandfather date.

An important variation of this restriction could be illustrated as
follows. If an importer contracts prior to May 15, 1987 to receive a
certain volume of goods every month for the next 5 years, and a
certain retailer contracts to purchase the goods from him during
that period, both of these arrangements fall within the grandfather
clause exempting them from the scope of the bill. If the retailer
only contracts to purchase the goods for 3 years and the importer
turns to another retailer afterwards, again the bill should not
apply to the second retailer during the remaining 2 years of the
importers contract, even though no contract with the second retail-
er existed prior to May 15, 1987, because the goods in question
were contracted for by the importer before that date. However, if
in this situation, the importer expands the volume of the goods he
is importing, then the grandfather clause does not exempt him
with respect to units beyond what he contracted for before the
grandfather date.

In addition, the Committee does not intend that it shall be an act
of infringement to import a product which is made by a process
patented in the United States "solely for uses reasonably related to
the development and submission of information under a Federal
law which regulates the manufacture, use or sale of a drug. See
Sec. 271(e)(1) of title 35, United States Code. Congress previously
decided that certain actions do not constitute patent infringements
and this Act does not change that prior policy decision.

The Committee intends to provide the courts with flexibility to
achieve an equitable solution in situations where the infringer has
made a substantial investment necessary to sell or use the infring-
ing product before this date. In that case, the investment was made
during a time when use or sale of the product was not unlawful.
The grandfather clause is modeled after 35 U.S.C. 252, and Section
107(d) of P.L. 98-662 (98 Stat. 3384) which Congress has provided
for fundamentally the same purpose.

The Committee intends three other restrictions on the scope of
the grandfather clause. The phrase "successors in business" does
not include parties to whom the grandfathered infringer may li-
cense the goods; the phrase is meant only to allow the infringer
who sells his business to pass on also its grandfathered status to
the buyer of the business.

Secondly, the grandfather clause does not apply to any business
whose product had already been the subject of International Trade
Commission litigation before January 1, 1987. The Committee has
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included the grandfather exception for those parties who reason-
ably relied upon the law as it was when they made their invest-
ments so that they should not be penalized for such good faith re-
liances and should be allowed, to the extent equitable, to recoup
those investments made in the United States. However, when the
product has already been the subject of ITC litigation, there are no
good faith reliances since the patent owner has already indicated
his clear intention to enforce his process patent in any and all ap-
propriate forums, and investments therefore occur at the alleged
infringer's own risk. It is not the Committee's intention to deny
patentholders the right to pursue process patent infringement actions
in U.S. courts against alleged infringers who made commercial in-
vestments during the prosecution of the ITC suit.

Thirdly, the grandfather clause applies to products being pur-
chased, imported, used or sold as part of an ongoing business oper-
ation before the grandfather date only with respect to the process
of manufacture used at that time to make such products. If the
manufacturer of the products later shifts to a different process,
such as a process developed and patented in the United States
well after the grandfather date which the manufacturer in ques-
tion has not been authorized to use, then units of the product made
by this latter process are not protected by the grandfather clause,
even if the U.S. wholesaler, importer or distributor had contracted
with the manufacturer before the grandfather date for continued
supply of the product. In order to keep products under the umbrel-
la of the grandfather clause while fulfilling such a contract, the
manufacturer would have to make them by the process contemplat-
ed at the time of contracting (or May 15, 1987). This example, inci-
dentally makes plain that importers, wholesalers and distributors
who come under the grandfather clause with respect to some prod-
uct still would have a strong incentive to make a request for disclo-
sure to all manufacturers in the United States who are marketing
that same product in order to insure their eligibility for the
remedy limitations in the event that their supplying manufacturer
shifts to a different process at some point in the future and so dis-
engages the protection of the grandfather clause.

Section 105(b) makes clear that the bill does not affect any reme-
dies patent owners have under existing law. The new remedies for
process patent owners provided by the bill are subject to general
limitations which do not apply in suits under existing law by proc-
ess patent owners against parties manufacturing in the United
States. For example, the bill requires notice of infringement to per-
suade a reasonable person that it is likely that the product was
made by a patented process. The bill limits remedies available with
respect to products already in the possession of or in transit to the
infringer, or which the infringer already has made a binding com-
mitment to purchase. The bill encourages parties to request disclo-
sure of the identity of certain process patents. The bill provides
that a product which is made by a patented process will not be con-
sidered so made after it is materially changed by subsequent proc-
esses; or it becomes a trivial and nonessential component of an-
other product. there is no intention to impose any of these limita-
tions on owners of product patents or on owners of process patents
in suits they are able to bring under existing law. Neither is there
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any intention for these provision to limit in any way the ability of
process patent owners to obtain relief from the U.S. International
Trade Commission.

SECTION 106

Section 106 instructs the Department of Commerce to report an-
nually to Congress on the effect of the bill on any U.S. industries
that submit formal complaints that they have lost legitimate
sources of supply. Such reports will assist Congress in the unex-
pected event that the bill has a drastic adverse effect on some do-
mestic industry, requiring emergency remedial measures.

IV. TITLE II-PATENT MISUSE DOCTRINE REFORM

A. PURPOSE OF AMENDMENT

As amended, title II of S. 1200 provides that a patent owner's li-
censing practices cannot be found to constitute patent misuse
unless such practices violate antitrust laws.

B. HISTORY OF LEGISLATION

Legislation was first introduced in the 98th Congress (S. 1841,
title IV) to reform the patent misuse doctrine as part of the admin-
istration's National Productivity and Innovation Act. Hearings on
the bill reflected extensive support of and no opposition to title IV:
the chairman of the ABA Patent Law Section, the president of In-
tellectual Property Owners, Inc. and the president of the American
Intellectual Property Law Association supported enactment of title
IV. Patent Law Improvements Act, 1984, Hearings on S. 1535 and S.
1834, before the Senate Committee on the Judiciary, 98th Congress,
2d Sess. 44, 52, 91, 105 (1984). However, concern over the specific
language of the proposal was expressed and, ultimately, the Con-
gress went on to approve and enact only title I of the bill as the
National Cooperative Research Act of 1984 (the so-called "Joint
R&D Venture Bill"), Public Law 98-462.

In the 100th Congress legislation was again introduced to reform
the law of patent misuse. S. 635, Section 115, 100th Congress, 1st
Sess. General patent law oversight hearings were held by the Sub-
committee on Patents, Copyrights and Trademarks, and testimony
received during those hearings again supported enactment of
patent misuse reform legislation.

In a statement submitted for the record by Ronald T. Reiling on
behalf of Digital Equipment, Reiling highlights the need for misuse
legislation in the current technological age:

These misuse doctrines are inappropriate to this era
when intellectual property rights are essential components
of technological and economic growth and international
competitiveness. The current misuse doctrines hinder de-
velopment and distribution of technological advances by
requiring only that a court fine "some" anticompetitive
effect.

Reiling's observations are echoed in a statement submitted to the
Subcommittee on Patents, Copyrights and Trademarks by Robert
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Kline, President of the American Intellectual Property Law Asso-
ciation. In a letter dated June 4, 1987, Kline outlines the AIPLA
concerns with the current doctrine:

The "misuse" doctrine is a counterproductive legal fic-
tion. It negatively affects virtually every license agreement
involving technology developed or used in the United
States. The doctrine reduces the incentive to innovate.
This doctrine does not increase or stimulate competition.

Kline continues by detailing improvements in S. 1200:

S. 1200 is a clear and straight forward solution to the
"patent misuse" problem. It would merely require and
ensure that economic analysis has been conducted before a
court would be able, properly, to refuse to enforce a valid
patent on anti-competitive grounds.

During Subcommittee consideration of S. 635, a proposal was
made to change the language listing specific conduct by patent
owners to which the law would apply to a more generic and easily
applied approach that had been recommended in earlier testimony
by the AIPLA witness. Chairman DeConcini adopted this amended
language in an original bill circulated to the Subcommittee, and,
on May 13, 1987, the Subcommittee unanimously approved that
bill, containing the present title II on reform of the misuse doc-
trine. This original bill was then introduced by Chairman DeCon-
cini on May 14, 1987 as S. 1200. See Cong. Rec. S6480-86 (May 14,
1987 daily ed.)

The Committee on the Judiciary met and considered the bill on
June 4, 1987, and voted favorably to report the legislation. The
Committee intends by adoption of this bill to clarify the law of
patent misuse and to put intellectual property rights on an equal
footing with other property with respect to license, sale, and other
agreements concerning the distribution of property rights.

C. DISCUSSION

The doctrine of patent misuse is a judicially created doctrine. It
constitutes a defense to a patent infringement suit and provides
that a patent owner may not enforce its patents if it has engaged
in conduct deemed "misuse," at least until the patentee's conduct
constituting misuse has ceased and its effects purged. Misuse thus
renders the patent unenforceable, not void.

One branch of the misuse doctrine involves conduct alleged to
constitute fraud on or inequitable conduct before the Patent Office.
This part of the doctrine remains unaffected by title II.

The second branch of the misuse doctrine, to which this legisla-
tion is addressed, has its root in judicial interpretations that find
misuse present because of alleged anticompetitive extensions of the
owner's patent rights. For example, while misuse may be found
where the antitrust laws have been violated, it may also be found
where the patent owner's conduct has not violated the antitrust
laws, has not demonstrated anticompetitive effect, and has not
even injured the infringing party who raises misuse as a defense.

In recent years the need for reform of the law of patent misuse
has gained increasing recognition. Commentators have repeatedly
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criticized the doctrine, and reform was initially proposed in title IV
of S. 1841, the National Productivity and Innovation Act, intro-
duced by Senator Thurmond in the 98th Congress. Hearings on this
earlier proposal revealed extensive support for reform of the patent
misuse doctrine.

In 1984 hearings before the Subcommittee on Patents, Copyrights
and Trademarks, Bernarr R. Pravel of the American Intellectual
Property Law Association (AIPLA) testified that reform of the law
of patent misuse would encourage and promote the efficient use of
newly created technology. Mr. Pravel stated:

Very often, the creators and owners of advances in tech-
nology in the form of intellectual property are not able to
fully develop its commercial applications. In these cases,
the most effective, and often the only, method of bringing
this technology to the market place is for its owner to li-
cense it to another with the ability to do so. However, de-
spite the practical benefits of licensing to the industrial in-
novation process, courts have sometimes found intellectual
property licensing practices to be unlawful without fully
considering the effect of the practices on competition.

Recent statements by the U.S. Department of Justice and Ameri-
can Bar Association Section of Antitrust Law also emphasize the
need for reform. In a letter to the Subcommittee on Patents, Copy-
rights and Trademarks dated June 4, 1987, John R. Bolton, Assist-
ant Attorney General of the U.S. Department of Justice, stated
that:

The Department believes that legislation in the misuse
area is both important and timely, and thus strongly sup-
port this legislation. Because the sanction of misuse is
harsh . . . patent owners can be expected to avoid enter-
ing into patent licensing arrangements that they fear may
be deemed to constitute patent misuse. In order to reas-
sure creators of new technology that the courts will not
interfere with procompetitive patent licensing, the misuse
doctrine must not be applied in a manner that condemns
competitively desirable licensing.

Robert P. Taylor of the American Bar Association Section of
Antitrust Law stated in a letter to the Subcommittee of May 11,
1987, that:

This change is needed to promote and encourage the li-
censing of new technology. In many situations, the misuse
doctrine in its present form forces the owner of new tech-
nology to choose between either not licensing at all or li-
censing under circumstances which place at risk the en-
forceability of his property and contractual rights to that
technology . . . It also means that creative and innovative
licensing schemes are rarely if ever used, because any li-
cense provision that is even slightly questionable is likely
to place the entire patent at risk whenever an enforce-
ment proceeding is brought.
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Some courts have themselves questioned the soundness of the
patent misuse doctrine. The Justice Department has urged its
reform: Deputy Assistant Attorney General Roger Andewelt articu-
lated a firm foundation for concluding that the misuse doctrine has
been applied in a manner inconsistent with sound economic princi-
ples in his speech before the Bar Association for the District of Co-
lumbia on November 3, 1982. And recent law review commentary
has condemned certain applications of the misuse doctrine as in-
herently anticompetitive. 46 U. Pitts. L. Rev. 209 (1984).

The lack of clarity and predictability in application of the patent
misuse law doctrine and that doctrine's potential for impeding pro-
competitive arrangements, are major causes for concern. Title II
addresses this concern by providing that conduct shall only be
found to be misuse when that conduct violates the antitrust law.
As Donald W. Banner of the organization Intellectual Property
Owners, Inc. observed in his 1984 testimony before the Subcommit-
tee, the proposed reform would "add predictability to the law gov-
erning licensing practices" and "eliminate a hodgepodge of arbi-
trary rules developed by courts during the era when courts were
hostile to licensing." Mr. Banner continued: "By providing more
certainty to the permissible scope of licensing practices, the bill
would increase the value of patents to patent owners. This would
strengthen the incentives that patents provide to engage in re-
search and development."

ORIGIN AND DEVELOPMENT OF THE PATENT MISUSE DOCTRINE

Patent misuse is a judicially created doctrine that allows a
patent owner's overextension of his or her patent rights to be as-
serted as a defense in an action by the patent owner to enforce the
patent. If the patent owner is held to have overextended, or "mis-
used" patent rights, equity may bar the owner from enforcing the
patent as long as the misuse continues. Morton Salt Co. v. G.S.
Suppiger Co., 314 U.S. 488 (1942).

The doctrine of patent misuse originally emerged as a judicial re-
sponse to the patent owner's practice of conditioning the sale or li-
cense of patented inventions upon the purchase or license of addi-
tional products. This practice was at first approved by courts, in-
cluding the United States Supreme Court. In Henry v. A.B. Dick
Co., 224 U.S. 1 (1912) the Court upheld a patent owner's practice of
requiring, as a condition to sale of a patented invention (mimeo-
graph machine), that the invention be used only with certain sup-
plies (ink) provided by the patent owner.

By 1917, however, the Court's attitude had changed. Citing the
enactment of Section 3 of the Clayton Act as evidence that such
conditional sales were against public policy, the Court held that
the conditions to sale were unenforceable regardless of whether
they violated the Clayton Act. In Motion Picture Patents Co. v. Uni-
versal Film Manufacturing Co., 243 U.S. 502 (1917), the owner of a
patent for a film feeder used in the projection of motion pictures
sought to license the feeder on the condition that the licensee show
only films leased from persons approved by the patent owner. The
patented film feeder was dramatically superior to other film feed-
ers on the market, giving the patent owner significant market
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power. The Court refused to enforce the patent, finding that impos-
ing the condition would extend the patent owner's power beyond
the scope of its patent rights. Id. at 518.

Cases following Motion Picture Patents continued to expand the
doctrine of patent misuse. In the Morton Salt Co. case, where the
term "patent misuse" appears for the first time, the Supreme
Court held that the misuse defense was available even to a person
who knowingly infringed a valid patent and was not affected by the
conduct held to be misuse. The patent owner in Morton Salt had
licensed its patented sale machine upon the condition that the li-
censee use the machine with salt tablets purchased from the patent
owner. According to the Court, this use of the patent exceeded the
limited grant of the Patent Act, the patent owner had misused the
patent, and the owner therefore was not entitled to the protection
of the Act. 314 U.S. at 491. The Court found it unnecessary to de-
termine whether the patent owner's action had violated the anti-
trust law. 314 U.S. at 494.

In Morton Salt, as in Motion Picture Patents, the Court ignored
the antitrust issues presented and based its decision on public
policy grounds. From this origin courts have developed the princi-
ple that a claim of patent misuse need not be supported by a show-
ing of violation of the antitrust laws. See, e.g., Zenith Radio Corp.
v. Hazeltine Research, Inc., 395 U.S. 100, 140-41 (1960); Duplan
Corp. v. Deering Milliken, Inc., 444 F. Supp. 648 (D.S.C. 1977), aff'd
in relevant part, 594 F.2d 979 (4th Cir. 1979). In most courts, the
Morton Salt principles, interpreted as they were in Zenith Radio
and Duplan, remain the established law of patent misuse. See Sec-
tion of Antitrust Law of the American Bar Association, Antitrust
Law Developments (2d) 488-89 (1984), and cases cited therein.

Recently, however, the Seventh Circuit challenged the reasoning
of Motion Picture Patents, Morton Salt, and the line of cases follow-
ing these decisions. In USM Corporation v. SPS Technologies, Inc.,
694 F.2d 505 (7th Cir. 1982), cert. denied, 462 U.S. 1107 (1983), the
court of appeals, in dicta, questioned whether the reasoning of
Motion Picture Patents accurately characterized the economic
effect of practices held to constitute patent misuse. At issue in
USM Corporation was whether the inclusion of a different royalty
schedule in a license agreement constitutes patent misuse. Citing
the facts of several prior findings of patent misuse, including Bru-
lotte v. Thys Co., 379 U.S. 29 (1964) (patent license extending licens-
ee fees beyong license period), Zenith Radio Corp. v. Hazeltine Re-
search, Inc., 395 U.S. 100, 133-40 (1969) (patent royalties measured
by the sale of unpatented products containing the patented item),
and Stewart v. Mo-Trim, Inc., 192, U.S.P.Q. 410 (S.D. Ohio 1975) (li-
censees required not to make items competing with the patented
item), Judge Posner noted that:

As an original matter one might question whether any
of these practices really "extends" the patentee. The pat-
entee who insists on limiting the freedom of his purchaser
or licensee . . . will have to compensate the purchaser for
the restriction by charging a lower price for the use of the
patent.... True, a tie-in can be a method of price dis-
crimination. It enables the patent owner to vary the
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amount he charges for the use of the patent by the intensi-
ty of each user's demand for the patent. ... But since ...
there is no principle that patent owners may not engage in
price discrimination, it is unclear who one form of discrimi-
nation, the tie-in. alone is forbidden.

Id. at 510-11.
In addition, the USM Corporation court questioned the appropri-

ateness of the law showing of anticompetitive effect required to es-
tablish patent misuse. The court suggested that patent misuse
claims could be tested under standard antitrust principles, stating
that, "Our law is not rich in alternative concepts of monopolistic
abuse and it is rather late in the day to try to develop one without
in the process subjecting the rights of patent holders to debilitating
uncertainty. Id. at 512.

D. SECTION-BY-SECTION ANALYSIS

Subsections (1) and (2) provide for conforming changes to Section
271 of title 35, United States Code. Subsection (3) provides for the
addition of language to Section 271 addressing patent misuse. This
language provides that no patent owner shall be denied relief or
deemed guilty of misuse or illegal extension of the patent right by
reason of his or her licensing practices, actions or inactions relat-
ing to his or her patent, unless such conduct violates the antitrust
laws.

The term "patentowner" is intended to include all persons with
the rights commonly held by a patentowner, including a licensee of
a patent who is engaged in the sublicensing of the patent.

Title II includes contributory infringement as well as infringe-
ment, to make clear that a party charged with contributory in-
fringement under 35 U.S.C. §271(c) must also show conduct violat-
ing the antitrust laws to support the affirmative defense of patent
misuse.

The reference to "illegal extension of the patent right" as well as
"misuse" recognizes the differing formulations of activity deemed
to be "misuse" and that misuse is often characterized as illegal ex-
tension of the patent right. Such reference to "illegal extension" is
not meant, by itself, to alter or expand in any way the existing law
of patent misuse.

The terms "licensing practices," "actions," and "inactions" are
intended to include omissions as well as affirmative acts. The refus-
al to license or failure to take action is intended to be included
within the meaning of "licensing practices or actions or inactions."

The broad reference to the patentowner's "actions or inactions
relating to his or her patent"-in addition to "licensing prac-
tices"-indicates that the provisions of the subsection are not limit-
ed in application to licensing practices, but extend to all actions
taken by the patentowner with respect to his patent, including the
sale of patented products as well as the license of patent rights.
The phrase "actions or inactions relating to his or her patent" in-
cludes the patentowner's sale of a product that embodies the
patent.
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E. JUSTICE DEPARTMENT VIEWS

U.S. DEPARTMENT OF JUSTICE,
OFFICE OF LEGISLATIVE AND INTERGOVERNMENTAL AFFAIRS,

Washington, DC, June 4, 1987.
Hon. DENNIS DECONCINI,
Chairman, Subcommittee on Patents, Copyrights and Trademarks,
Committee on the Judiciary, U.S. Senate, Washington, DC.

DEAR MR. CHAIRMAN: In response to your request, the Depart-
ment of Justice has reviewed the patent misuse title of S. 1200, a
bill to amend title 35, United States Code. This title would clarify
and reform the doctrine of patent misuse. It is similar in purpose
and effect to pending legislation introduced on behalf of the Ad-
ministration as part of its overall trade and competitiveness pack-
age (S. 539), and separately introduced by Senators Thurmond and
Cochran as part of S. 635. The patent misuse title of S. 1200 would
prohibit the courts from depriving patent holders of their exclusive
property rights in their inventions because of alleged misuse of
these rights unless their conduct violates the antitrust laws. The
Department believes that legislation in the patent misuse area is
both important and timely, and thus strongly supports this legisla-
tion.

Misuse is a judicially created doctrine founded in the courts' eq-
uitable powers. It frequently is used to attack patent licensing
practices that are alleged to be undesirable from a public policy
standpoint. Because the sanction for misuse is harsh-for example,
a patent is unenforceable against anyone until the misuse has
ceased and its effects purged from the marketplace-patent owners
can be expected to avoid entering into patent licensing arrange-
ments that they fear may be deemed to constitute patent misuse.
In order to reassure creators of new technology that the courts will
not interfere with procompetitive patent licensing, the misuse doc-
trine must not be applied in a manner that condemns competitive-
ly desirable licensing.

Unfortunately, misuse has been applied as a per se doctrine pro-
hibiting conduct that careful analysis demonstrates is not necessar-
ily anticompetitive and, in fact, often is procompetitive. Reform of
the misuse doctrine is needed: Congress should make clear that li-
censing practices may be condemned as misuse on competitive
grounds only if sound antitrust analysis demonstrates that those
practices are indeed anticompetitive.'

Title II of S. 1200 states simply that "No patent owner otherwise
entitled to relief for infringement or contributory infringement of a
patent shall be denied relief or deemed guilty of misuse or illegal
extension of the patent right by reason of his or her licensing prac-
tices or actions or inactions relating to his or her patent, unless

' While reform of the misuse doctrine to track antitrust analysis would have substantial bene-
fits, improvements in the manner in which intellectual property licensing arrangements are
considered under the antitrust laws are also crucial to encouraging innovation and productivity.
Congress has before it proposals for improvements in this area, including a proposal of the Ad-
ministration (see S. 438, H.R. 557, S. 539, S. 635). We hope that legislation in the misuse area
will be accompanied by passage of such complementary legislation.

We also support the inclusion in S. 1200 of legislation clarifying licensor and licensee rights in
the event of licensee challenge to patent validity.
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such practices or actions, in view of the circumstances in which
such practices or actions are employed, violate the antitrust
laws." 2 The Administration's proposal is to the same effect, but
would go into more detail by listing five specific types of practices
related to patent licensing that could not be the basis for a finding
of misuse unless such conduct, in view of the circumstances, violat-
ed the antitrust laws. It would also require any other allegation
that a patentee had misused its rights by "otherwise [using] the
patent allegedly to suppress competition" to be evaluated under
antitrust law standards.

Title II of S. 1200 would appear to accomplish the same result as
the Administration's more detailed proposal. Both would make
clear that licensing conduct may not be condemned as misuse on
grounds related to competition unless analysis under antitrust
standards demonstrates such conduct to be anticompetitive. 3 Ac-
cordingly, should Congress decide to take the more generalized ap-
proach embodied in Title II of S. 1200, the Department would en-
thusiastically support the legislation. 4

We very much appreciate your interest and efforts in reporting
legislation designed to encourage the development of new technol-
ogies by ensuring that procompetitive patent licensing is not unrea-
sonably discouraged by the misuse doctrine. If we can be of further
assistance in this regard, please feel free to call on us.

The Office of Management and Budget has advised this Depart-
ment there is no objection to the submission of this report from the
standpoint of the Administration's program.

Sincerely,
JOHN R. BOLTON,

Assistant Attorney General.

V. TITLE III-LICENSEE CHALLENGES TO PATENT VALIDITY

A. PURPOSE OF AMENDMENT

As amended, title III of S. 1200 provides that a licensee cannot be
estopped from challenging the validity of a patent to which it is li-
censed. It further provides that the parties to a licensing contract
may define their respective rights regarding termination of a li-
cense and payment of royalties if the validity of the licensed patent
is challenged.

2 This new language would constitute 35 U.S.C. § 271(d). Existing subsections (c) and (d) of
that section would be redesignated as paragraphs (c)(1) and (c)(2) respectively.

3 Title II is virtually identical to language suggested to the Subcommittee in 1984 by the
American Intellectual Property Law Association (AIPLA). AIPLA noted that its suggested lan-
guage "would not alter existing law with respect to the misuse doctrine as it applies to improper
practices not related to competition (e.g., fraud on the Patent and Trademark Office and the
like)." Supplemental Statement of Bernarr R. Pravel, President, AIPLA. Before the Subcommit-
tee on Patents, Copyrights and Trademarks, Committee on the Judiciary, United States Senate,
April 23, 1984, on S. 1841 (Titles III and IV) at 6-7. The Administration's proposal similarly
would not alter existing law with respect to such practices.

4We understand that you intend to conform the language of proposed new section 271(d) by
adding the words "or inactions" after the word "actions" where they do not already appear. By
requiring an antitrust evaluation of licensing practices or actions or inactions relating to a
patent, the legislation would make quite clear that neither licensing nor refusals to license
could be condemned as misuse absent a finding of an antitrust violation. "[Refusal] to license
the patent to any person" is one of the specific types of practices listed in the Administration's
proposal. See section 115 of S. 635.
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B. HISTORY OF LEGISLATION

Legislation to address the concerns surrounding challenges to
patent validity was introduced in the 98th Congress in S. 1535, a
bill to amend title 35, United States Code, to increase the effective-
ness of the patent laws and for other purposes. It would have al-
lowed either the licensee or the licensor to terminate the license
once the licensee asserts invalidity in a judicial action. However,
the licensee would have had to continue to pay royalties directly to
the licensor unless the license was terminated. Upon termination
by either party, further unlicensed practice of the patented inven-
tion would subject the former licensee to the infringement provisions
of the patent laws.

During hearings held before the Senate Judiciary Subcommittee
on Patents, Copyrights and Trademarks (Serial No. J-98-107, 4/3/
84) then Assistant Secretary and Commissioner of Patents and
Trademarks, Gerald Mossinghoff, agreed that a clarification of the
Lear decision was needed:

A fairer balance between the rights of licensor and those
of the licensee is needed without compromising the public
interest. New section 295(b) proposed by section 10 would
achieve this balance with a number of straightforward
principles. Either the licensor or the licensee could termi-
nate the license once the licensee asserts invalidity in a ju-
dicial action. However, the licensee would have to continue
to pay royalties directly to the licensor unless the unli-
censed practice of the patented invention would subject
the former licensee to the infringement provisions of the
patent laws.

However, at that time, Commissioner Mossinghoff also noted the
need for some changes in the legislation:

We believe the statute should not be drafted in the form
of section 10, which would increase Federal interference in
patent licensing. We believe the correct approach is to do
exactly the opposite. Parties should be properly able to ne-
gotiate contracts containing provisions, for instance, that a
licensor or licensee could terminate if the licensee chal-
lenged the validity of the license in a judicial proceeding.

Though S. 1535 was approved by the Judiciary Committee, it was
not ultimately enacted into law.

Former Chairman Mossinghoff's suggestions were included in
Title III of an original bill circulated by Chairman DeConcini to
members of the Subcommittee on Patents, Copyrights and Trade-
marks. On May 13, 1987 the Subcommittee unanimously approved
this bill containing Title III on the reform of licensee challenges.
This original bill was then introduced by Chairman DeConcini on
May 14, 1987 as S. 1200. See Cong. Rec. S. 6480-06 (May 14, 1987
daily ed.).

The Committee on the Judiciary met and considered the bill on
June 4, 1987, and voted favorably to report the legislation.
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C. STATEMENT

Since the United States Supreme Court decision in Lear v.
Adkins, 395 U.S. 653 (1969) there has been considerable uncertain-
ty in the area of patent license validity. In particular, there has
been confusion as to the rights of licensees and licensors in a
patent license agreement where the validity of the patent is chal-
lenged in litigation. Numerous law review articles have been writ-
ten in an attempt to sort out the case law including Unmuzzling
the Patent Licensee: Chaos in the Wake of Lear v. Adkins, 59 J. Pat
Offic. Society 475 (1977).

In the Lear case, an inventor, Adkins, alleged breach of a patent
licensing agreement against the licensee, Lear. Lear then chal-
lenged the validity of the patent and refused to pay royalties. In
this case, the Supreme Court overturned the licensee estoppel doc-
trine and assured a licensee the right to challenge the validity of
the patent. The Court recognized the public interest in freedom
from invalid patents and that the licensee is the party most able
and most likely to challenge validity.

Prior to Lear, a licensee was precluded from questioning the va-
lidity of any patent under which it was licensed, i.e. license estop-
pel. The theory underlying this doctrine is that a licensee should
not be permitted to enjoy the benefit afforded by the agreement
while simultaneously urging that the patent is void. However, the
result of Lear was that the licensee was able to attack patent valid-
ity under conditions competitively unfair to the licensor. For exam-
ple, a licensee can negotiate the best license terms available, accept
a contract, and then question patent validity without relinquishing
the license.

Under the current case law, the following hypothetical could
occur. The licensee negotiates successfully with the patent owner
for the right to practice the patented invention. A royalty is agreed
upon. The licensee then brings a declaratory judgment action
against the patentowner to have the patent declared invalid. The
court allows the licensee to pay the royalties owing into an escrow
account during the pendency of the case. If the patent is declared
invalid, the licensee continues to use the invention and retain the
royalties paid into the escrow account. If the patent is declared
valid, the licensee continues to use the invention; he has not
breached the license agreement so the patentowner has no ground
to prevent it. The patentowner receives the royalties from the
escrow account but these are royalties already owing under the li-
cense. The licensee risks nothing and stands to lose nothing, except
attorneys fees, in this situation.

In a statement before the Senate Judiciary Subcommittee on Pat-
ents, Copyrights and Trademarks during its February 17, 1987 Gen-
eral Oversight Hearing on Patent and Trademark Law, American
Intellectual Property Law Association President, Robert Kline
highlighted these problems:

The unfairness of the current state of the law is espe-
cially relevant when the licensor is an individual inventor
and the licensee is a large corporation. This is often the
case and was in Lear. If a patent owner does not have the
resources to utilize his invention, he must license it to an-
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other who possesses those resources. That licensee is able
to bear the cost of litigation where the licensor is often
hardpressed to do so.

As this explanation illustrates, the patent owner is in a no win
situation. If the licensee has the exclusive right to use the inven-
tion, during the legal challenge the patent owner is deprived of all
royalty income during this period.

D. SECTION-BY-SECTION ANALYSIS

Section 1 of this title adds a new section with two subsections to
Chapter 29 of title 35, United States Code. Subsection (2) provides
that a licensee shall not be estopped from asserting the invalidity
of a patent to which it is licensed, and that any provision in an
agreement between the parties that purports to bar such an asser-
tion shall be unenforceable. Thus, it codifies the holding of Lear v.
Adkins that a licensee cannot be estopped, by agreement or other-
wise, from contesting the validity of a patent to which it is li-
censed.

Subsection (b) provides that a patent license agreement may con-
tain provisions allowing temination if the licensee challenges its
validity in a judicial proceeding. It further provides that if the li-
censee has a right to terminate, the agreement also may provide
for the licensee's obligations under the agreement to continue until
the patent is finally declared invalid or until the license is termi-
nated. Under the subsection (b) such provisions will be enforceable
as long as they are consistent with federal patent law or policy.

This issue, namely, the rights of the parties with respect to ter-
mination of a license and payment of royalties if the licensee chal-
lenges the validity of the licensed patent is one over which courts
have differed in the years since the Lear decision. New section
295(b) would give the parties broad discretion to define these rights
during the license negotiation process. It makes clear that the par-
ties may provide for termination by licensor and-or licensee in the
event of such a challenge, and, if the licensee has a right to termi-
nate, for the licensee's obligations to continue pending adjudication
of validity. In this way, patent licensors can bargain for provisions
they feel necessary to assure the realization of their rights in an
invention, while licensees can bargain for provisions they feel nec-
essary to protect their interests if they choose to challenge patent
validity.

Subsection (b) also clarifies the issue of whether it is equitable to
allow the parties to agree that the licensor should receive royalties
during litigation which results in the patent being held invalid.
Some courts have interpreted Lear to require that royalties owing
during the period of litigation should not go to the licensor after a
finding of invalidity. The Court of Appeals for the Federal Circuit
(CAFC) Cordis Corporation v. Medtronics, Inc. 780 F.2d 991(1985)
held, inter alia, that Lear does not provide authority for courts to
establish escrow accounts to hold royalty payments until after the
case has been decided. The CAFC did not decide the issue of wheth-
er royalties paid after the complaint in a case in which the patent
was held invalid should be returned to the licensee or retained by
the licensor. The CAFC cited Nebraska Engineering Corp. v.
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Shivvers 557 F2d 1257, (8th Cir.1977) as standing for the proposi-
tion that royalties paid after the complaint may have to be re-
turned to the plaintiff. A more thorough explanation of the equi-
ties surrounding this issue is found in REC Corporation v. Applied
Digital Systems Inc., RCA Corporation v. Hazeltime Corp., Lear
Siegler v. RCA Corporation, 217 USPQ 241 (Dist. Ct. Delaware
1983):

The opinion in the Lear case does not reach the issue
which is presented here: when a licensee elects to pay roy-
alties while litigating the validity of the patent, he may, if
successful, recover those royalties. I conclude "no". When
a licensee continues to pay royalties after filing a declara-
tory judgment action, it does so because it believes that
course is in its best interest. As Prof. McCarthy has point-
ed out, a licensee "hedges" its bet by continuing the pay-
ment of royalties aned thereby continues to derive benefits
from the license even while attacking the patent. McCar-
thy, "Unmuzzling" the Patent Licensee: Chaos in the Wake
of Lear v. Adkins, 59 J. Pat. Off. Socy 475, 528-33 (1977).
First, the license assures that the licensee will be able to
continue its use of the patented invention during the liti-
gation and, if it loses, thereafter. It has neither of these as-
surances if it chooses to cease paying and terminate the li-
cense. Moreover, continued payment assures the licensee
that its use pendente lite and thereafter, if he is unsuc-
cessful, will be at the license royalty rate, thereby provid-
ing insurance against the possibility of a higher court de-
termined "reasonable royalty" or a higher negotiated rate
in a new license. Finally, continued payment provides in-
surance against the possibility of an award of attorney's
fees or treble damages in the event the challenge of the
patent is unfruitful. Given the fact that the licensee reaps
these benefits from the payment of royalties under the li-
cense while litigating, I believe equity is on the side of the
patentee when recoupment is sought after a finding of
patent invalidity. Moreover, I perceive no inconsistency be-
tween a result consistent with this equity and the policy
considerations which underlie Lear. Since I find no special
circumstances favoring recovery of royalties by Lear
Siegler, judgement will be entered for RCA on this claim.

The Committee believes that subsection (b) settles the issue in an
equitable manner by allowing an agreement between a licensee
and licensor to stipulate that royalty payments shall continue until
a final determination of invalidity is reached or until the license is
terminated.

VI. TITLE IV-PHARMACEUTICAL PATENT TERM
RESTORATION ACT AMENDMENTS

A. PURPOSE OF AMENDMENT

As amended, title IV of S. 1200 extends the patent on the phar-
maceutical product gemfibrozil for a period of 5 years.
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B. STATEMENT

The Committee believes that patent term extension is extraordi-
nary relief, but that the circumstances surrounding gemfibrozil are
sufficiently unique to warrant extension. Further, the Committee
believes that this action will set no precedent justifying the exten-
sion of patents on other drug products.

The unique circumstances involving gemfibrozil are as follows.
First, gemfibrozil was approved by the Food and Drug Administra-
tion (under the brand name "Lopid") in 1981 for the limited claim
of treating triglycerides among adult patients with a risk of pan-
creatitis, but approval was contingent upon a Phase IV study in-
volving effectiveness and long-term safety. At the time, Warner-
Lambert, the patent holder, was engaged in a primary heart attack
prevention study conducted by the Helsinki Heart Council in Hel-
sinki, Finland. (Finland has the highest death rate from coronary
disease.) The 1981 approval by the FDA specified that "satisfactory
completion of the ongoing Finnish study" would meet the Phase IV
study requirements. Without the additional study, gemfibrozil
could not have been marketed for any purpose.

Second, the Finnish study was more extensive and would take
longer than any previous Phase IV study. It involved basic medical
research and endeavored to establish the basic medical hypothesis
regarding cholesterol that raising the level of high density lipids
helps protect against arteriosclerosis and heart attacks. Warner-
Lambert financed the double-blind study, which was administered
by officials of the Helsinki Heart Council.

Third, after the Finnish study was begun, the Drug Price Compe-
tition and Patent Term Restoration Act of 1984 (the "Act") was in-
troduced and enacted. That legislation changed the regulatory en-
vironment for human pharmaceuticals. At the time of the 1981
FDA approval, Warner-Lambert reasonably expected at least five
more years of market exclusivity for Lopid following the expiration
of its patent on July 4, 1989. Enactment of the Act affected the
period of market exclusivity for Lopid. Title IV restores the mini-
mum period of protection that Warner-Lambert could have reason-
ably expected in 1981 and does so in a manner that eliminates any
precedential value.

C. SECTION-BY-SECTION ANALYSIS

Section 1 of this title amends Title 35 of the United States Code.
Subsection (a) of section one adds a new section 155B entitled

"Patent Term Restoration," which section is divided into two sub-
sections.

Subsection (a) of new section 155B extends for five years the
patent on a composition of matter which is a "new drug" if five
conditions are met.

First, the composition which is covered by the patent must have
been subjected to a regulatory review by the Federal Food and
Drug Administration (FDA).

Second, such composition must have been approved by the FDA
in a new drug application after the receipt of a letter from the ap-
plicant stating that the Phase IV clinical study requested by the
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agency as a condition of approval of the composition has been un-
dertaken.

Third, the Phase IV study must have covered at least five years.
This means that the period which elapsed from the time the first
patient entered in the study (i.e.), the commencement of the study
term) until the last patient completed the study (i.e., the ending of
the study term) was at least 5 years. For example, in the case of
gemfibrozil, the Phase IV study began when the first patient en-
tered the study on November 3, 1980, and ended when the last pa-
tient completed the study on March 21, 1987. In addition, the
Phase IV study must have been commenced prior to the introduc-
tion of the Drug Price Competition and Patent Term Restoration
Act of 1984 and ended subsequent to the enactment of that Act.
The Drug Price Competition and Patent Term Restoration Act of
1984 was introduced as S. 1538 on June 23, 1983 and ultimately
became Public Law 98-417 of September 24, 1984.

Fourth, the Phase IV study must be completed and a supplemen-
tal new drug application (NDA) to expand the permitted indica-
tions and usage in the labeling of the new drug based upon such
Phase IV clinical study must have been submitted to the FDA. The
requirement of an expansion of the indications and usage of the
composition is satisfied by any change in the permitted "indica-
tions and usage" section of the existing package insert of the drug,
as those terms are defined in 21 Code of Federal Regulations
201.57(c), reflecting a decrease in the incidence of morbidity or mor-
tality for hyperlipidemic patients as shown by the results of the
Phase IV study.

Finally, the supplemental NDA must either have been approved
or, if the FDA has not made a final determination as to the approv-
ability of the application, the patent must be within ninety days of
expiration.

If the patent is extended because the FDA has not made a final
determination regarding the approvability of the supplemental
NDA prior to ninety days before the patent expires, the patent ex-
tension shall immediately terminate if the FDA subsequently
makes a final determination disapproving the supplemental NDA.

Subsection (b) of new section 155B requires the holder of the
rights to the patent of a qualifying drug to inform the Commission-
er of Patents of the number of the patent covering the composition.
The notification must take place within the earlier of:

-30 days after enactment of the section if approval of supple-
mental NDA occurs before enactment of this section;

-30 days after the approval of the supplemental NDA if such
approval does not occur before enactment of the section; or

-Between the 90th and 60th day prior to the expiration of the
patent if the FDA has not made a final determination as to the
approvability of the application before the 90th day prior to ex-
piration.

Upon receipt of such notification from the patent holder, subsec-
tion (b) of new section 155B then requires the Commissioner of Pat-
ents to issue a certificate of extension for the qualifying composi-
tion of matter patent. The certificate of patent extension must be
recorded in the official file of the patent extended and is to be con-
sidered part of the original patent. In the case of a patent exten-
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sion granted on the basis that the FDA had not made a final deter-
mination as to the approvability of the application, the subsection
requires the holder of the rights to the patent to notify the Com-
mission of patents within 2 days if the FDA makes a final determi-
nation to disapprove the supplemental NDA. This provision would
not be invoked by the customary interim FDA letters saying that
the supplemental NDA is incomplete or unapprovable without fur-
ther information or labeling changes, but would be invoked if the
FDA states with finality that the supplemental NDA is disap-
proved for lack of proof of effectiveness.

Upon receipt of such notification, the Commissioner must
promptly issue a certificate of termination of extension, stating
that the patent extension is terminated as of the date of the FDA's
disapproval of the supplemental NDA as a final agency action.
Such certificate of termination must be recorded in the official file
of the patent extension terminated.

Subsection (b) of section 1 amends the title to read as follows:
A bill to amend title 35, United States Code, with re-

spect to patented processes, patent misuse, license chal-
lenges to patent validity, and patent term restoration.

VII. REGULATORY IMPACT STATEMENT

In compliance with paragraph 11(b), Rule XXVI of the Standing
Rules of the Senate, the Committee has concluded that no signifi-
cant additional regulatory impact would be incurred in carrying
out the provisions of this legislation; there would not be additional
impact on the personal privacy of companies or individuals; and
there would be no additional paperwork impact.

VIII. COST OF LEGISLATION

U.S. CONGRESS,
CONGRESSIONAL BUDGET OFFICE,

Washington, DC, June 15, 1987.
Hon. JOSEPH R. BIDEN, Jr.,
Chairman, Committee on the Judiciary,
U.S. Senate, Washington, DC.

DEAR MR. CHAIRMAN: The Congressional Budget Office has re-
viewed S. 1200, the Process Patent Amendments Act of 1987, as or-
dered reported by the Senate Committee on the Judiciary, June 5,
1987. Based on information from the Patent and Trademark Office,
CBO estimates that enactment of this bill would not result in sig-
nificant additional costs to the federal government and will not
affect the budgets of state or local governments.

Title I of S. 1200 would extend to patent owners the right to ex-
clude others from using or selling in the United States, or import-
ing into the United States, a product made by a patented process.
If this bill is enacted, the holder of a process patent would be al-
lowed, with certain restrictions, to seek damages for patent in-
fringements. After certain court findings, the product would be pre-
sumed to have been made by a patented process, and the burden of
proving otherwise would fall on the alleged infringer. The bill
would also require the Secretary of Commerce to submit to the
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Congress annual reports for five years on the effectiveness of the
amendments included in Title I.

Title II provides that no patent owner can be denied relief for in-
fringement because of his or her licensing practices or actions,
unless such practices or actions violate the antitrust laws. Title III
declares unenforceable any agreement between the parties to a
patent license agreement that would prevent the licensee from as-
serting the invalidity of a patent. Title IV establishes procedures
for restoring the term of patents for certain new drugs by extend-
ing their term for five years.

If you wish further details on this estimate, we will be pleased to
provide them.'

With best wishes,
Sincerely,

EDWARD M. GRAMLICH, Acting Director.

IX. CHANGES IN EXISTING LAW

In compliance with paragraph 12, Rule XXVI of the Standing
Rules of the Senate, changes in existing law made by S. 1200, as
reported, are shown as follows (new matter is printed in italic, and
existing law in which no change is proposed is shown in roman):

TITLE 35, UNITED STATES CODE

PART II-PATENTABILITY OF INVENTIONS AND
GRANT OF PATENTS

CHAPTER 14-ISSUE OF PATENT

Subsection 154. Contents and Terms of Patent
Every patent shall contain a short title of the invention and a

grant to the patentee, his heirs or assigns, for the term of seven-
teen years, subject to the payment of fees as provided for in this
title, of the right to exclude others from making, using, or selling,
the invention throughout the United States, and, if the invention is
a process, of the right to exclude others from using or selling
throughout the United States, or importing into the United States,
products made by that process, referring to the specification for the
particulars thereof. A copy of the specification and drawings shall
be annexed to the patent and be a part thereof.

Subsection 155B. Patent Term Restoration
(a) Notwithstanding section 154 of this title, the term of a patent

which encompasses within its scope a composition of matter which
is a new drug shall be extended for a period of 5 years, and such
patent shall have the effect as if originally issued with such ex-
tended term, if-
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(1) such composition has been subjected to a regulatory review
by the Federal Food and Drug Administration pursuant to the
Federal Food, Drug, and Cosmetic Act,

(2) the Federal Food and Drug Administration has approved
a new drug application after receipt of a letter from the appli-
cant stating that a Phase IV clinical study that had been re-
quested as a condition for approval has been undertaken,

(3) the Phase IV clinical study has covered at least 5 years
with the study term commencing prior to the introduction of
the Drug Price Competition and Patent Term Restoration Act of
1984 and ending subsequent to the enactment of such Act,

(4) such Phase IV clinical study has been completed, and a
supplemental new drug application to expand the permitted in-
dications and usage in the labeling of the new drug based upon
such Phase IV clinical study has been submitted to the Federal
Food and Drug Administration,

(5) the Federal Food and Drug Administration has either ap-
proved the supplemental new drug application or the original
patent term is within 90 days of expiration, and

(6) the Federal Food and Drug Administration has not made
a final determination that the supplemental new drug applica-
tion is approved or disapproved.

If, however, the term of a patent is extended because the Federal
Food and Drug Administration has not made a final determination
that the supplemental new drug application is approved or disap-
proved prior to 90 days before the expiration of the patent, such
patent extension shall immediately terminate if the Federal Food
and Drug Administration makes a final determination disapprov-
ing the supplemental new drug application.

(b)(1) The patentee, his heirs, successors, or assigns shall notify
the Commissioner of Patents and Trademarks within 30 days after
the date of enactment of this section, or within 30 days after the
date of the approval of the supplemental new drug application if
such approval does not occur before enactment of this section, or
within 30 days after the date which is 90 days from the expiration
of the original patent term if the Federal Food and Drug Adminis-
tration has not made a final determination that the supplemental
new drug application is approved or disapproved by such date, of
the number of the patent to be extended.

(2) On receipt of such notice, the Commissioner shall promptly
issue to the owner of record of the patent a certificate of extension,
under seal, stating the fact and length of the extension and identify-
ing the composition of matter to which such extension is applicable.
Such certificate shall be recorded in the official file of the patent
extended and such certificate shall be considered as part of the
original patent, and an appropriate notice shall be published in the
Official Gazette of the Patent and Trademark Office. If, subsequent
to a notification that it is within 90 days of the expiration of the
patent and that the Federal Food and Drug Administration has not
made a final determination that the supplemental new drug appli-
cation is approved or disapproved, a final determination is made by
the Federal Food and Drug Administration that the supplemental
new drug application is disapproved, the patentee, his heirs, succes-
sors, or assigns shall, within 2 days, notify the Commissioner of
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Patents and Trademarks of such final determination. On receipt of
such notice and if the patent has been extended pursuant to the
terms hereof the Commissioner shall promptly issue a certificate of
termination of extension, under seal, stating the fact that the patent
is terminated, effective the date of the final determination that the
supplemental new drug application is disapproved, and identifying
the composition of matter to which such termination of extension is
applicable. Such certificate shall be recorded in the official file of
the patent terminated and such certificate shall be considered as a
part of the original patent, and an appropriate notice shall be pub-
lished in the Official Gazette of the Patent and Trademark Office.

PART III-PATENTS AND PROTECTION OF
PATENT RIGHTS

CHAPTER 28-INFRINGEMENT OF PATENTS

Subsection 271. Infringement of Patent
(a) * * *

(c)(1) Whoever sells a component of a patented machine, manu-
facture, combination or composition, or a material or apparatus for
use in practicing a patented process, constituting a material part of
the invention, knowing the same to be especially made or especial-
ly adapted for use in an infringement of such patent, and not a
staple article or commodity of commerce suitable for substantial
noninfringing use, shall be liable as a contributory infringer.

(2) No patent owner otherwise entitled to relief for infringement
or contributory infringement of a patent shall be denied relief or
deemed guilty of misuse or illegal extension of the patent right by
reason of his having one or more of the following: (1) derived reve-
nue from acts which if performed by another without his consent
would constitute contributory infringement of the patent; (2) li-
censed or authorized another to perform acts which if performed
without his consent would constitute contributory infringement of
the patent; (3) sought to enforce his patent rights against infringe-
ment or contributory infringement.

(d) No patent owner otherwise entitled to relief for infringement
or contributory infringement of a patent shall be denied relief or
deemed guilty of misuse or illegal extension of the patent right by
reason of his or her licensing practices or actions or inactions relat-
ing to his or her patent, unless such practices or actions or inac-
tions, in view of the circumstances in which such practices or ac-
tions or inactions are employed, violate the antitrust laws.

(e) * * *

(g) Whoever without authority imports into the United States or
sells or uses within the United States a product which is made by a
process patented in the United States shall be liable as an infringer,
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if the importation, sale, or use of the product occurs during the term
of such process patent. In an action for infringement of a process
patent, no remedy may be granted for infringement on account of
the noncommercial use or retail sale of a product unless there is no
adequate remedy under this title for infringement on account of the
importation or other use or sale of that product. A product which is
made by a patented process will, for purposes of this title, not be
considered to be so made after-

(1) it is materially changed by subsequent processes;
(2) it becomes a trivial and nonessential component of another

product.

CHAPTER 29-REMEDIES FOR INFRINGEMENT OF PATENT,
AND OTHER ACTIONS

Subsection 287. Limitation on Damages and Other Remedies; Marking and Notice
(a) Patentees, and persons making or selling any patented article

for or under them, may give notice to the public that the same is
patented, either by fixing thereon the word "patent" or the abbre-
viation "pat.", together with the number of the patent, or when,
from the character of the article, this can not be done, by fixing to
it, or to the package wherein one or more of them is contained, a
label containing a like notice. In the event of failure so to mark, no
damages shall be recovered by the patentee in any action for in-
fringement, except on proof that the infringer was notified of the
infringement and continued to infringe thereafter, in which event
damages may be recovered only for infringement occurring after
such notice. Filing of an action for infringement shall constitute
such notice.

(b)(1) An infringer under section 271(g) shall be subject to all the
provisions of this title relating to damages and injunctions except to
the extent those remedies are modified by this subsection or section
105 of the Process Patent Amendments Act of 1987. The modifica-
tions of remedies provided in this subsection shall not be available
to any person who-

(A) practices the patented process;
(B) owns or controls, or is owned or controlled by, the person

who practiced the patented process; or
(C) had knowledge before the infringement that a patented

process was used to make the product the importation, use, or
sale of which constitutes the infringement.

(2) No remedies for infringement under section 271(g) of this title
shall be available with respect to any product in the possession of,
or in transit to the party, or which the party has made a binding
commitment to purchase and which has been partially or wholly
manufactured, before the party had notice of infringement as de-
fined in paragraph (5). The party shall bear the burden of proving
any such possession, transit, binding commitment, or manufacture.
If the court finds that (A) the party maintained or ordered an ab-
normally large amount of infringing product, or (B) the product was
acquired or ordered by the party to take advantage of the limitation
on remedies provided by this paragraph, the court shall limit the
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application of this paragraph to that portion of the product supply
which is not subject to such a finding.

(3)(A) In making a determination with respect to the remedy in an
action brought for infringement under section 271(g), the court shall
consider-

(i) the good faith and reasonable business practices demon-
strated by the defendant,

(ii) the good faith demonstrated by the plaintiff with respect
to the request for disclosure as provided in paragraph (4), and

(iii) the need to restore the exclusive rights secured by the
patent.

(B) For purposes of subparagraph (A), the following are evidence
of good faith: a request for disclosure by a party, a response by the
party receiving the request for disclosure within 60 days, and sub-
mission of the response by the party who received the disclosed in-
formation to the manufacture, or if not known, the supplier with a
request for a written statement that the process claimed in the dis-
closed patent is not used. The failure to perform any such acts is
evidence of absence of good faith unless there are mitigating circum-
stances. Mitigating circumstances shall include the case in which,
due to the nature of the product, the number of sources for products,
or like commercial circumstances, a request for disclosure is not nec-
essary or practicable to avoid infringement.

(4) For purposes of paragraph (3), a "request for disclosure " means
a written request made to a party then engaged in the manufacture
of a product to identify all process patents owned by or licensed to
the party as of the time of the request that the party then reason-
ably believes could be asserted to be infringed under section 271(g) if
that product were imported into, or sold or used in, the United
States by an unauthorized party. A request for disclosure is further
limited to a request--

(A) made by a party regularly engaged in the United States in
the sale of the same type of products as the party to whom the
request is directed, or a request which includes facts showing
that the requester plans to engage in the sale of such products
in the United States;

(B) made prior to such party's first importation, use, or sale of
units of the product produced by an infringing process and
prior to notice of infringement; and

(C) which includes a representation by the requesting party
that it will promptly submit the patents identified to the manu-
facturer, or if not known, the supplier of the product to be pur-
chased by the requester, and will request from that manufactur-
er or supplier a written statement that none of the processes
claimed in those patents is used in the manufacture of the
product.

(5)(A) For the purpose of this subsection, notice of infringement
means actual knowledge, or receipt by a party of a written notifica-
tion, or a combination thereof, of information sufficient to persuade
a reasonable person that it is likely that a product was made by a
patented process.

(B) A written notification from the patent holder charging a party
with infringement shall specify the patent alleged to have been used
and the reasons for a good faith belief that process was used. If the



81

patent holder has actual knowledge of any commercially feasible
process other than the patented process which is capable of produc-
ing the allegedly infringing product, the notification shall set forth
such information with respect to the other processes only as is rea-
sonably necessary to fairly explain the patent holder's belief and is
not required to disclose any trade secret information.

(C) A party who receives a written notification as described in the
first sentence of such subparagraph (B) and fails to thereafter seek
information from the manufacturer, or if not known, the supplier,
as to whether the allegations in the notification are true shall,
absent mitigating circumstances, be deemed to have notice of in-
fringement. This provision shall apply even though the notification
does not establish notice of infringement under subparagraph (A).

(D) A party who fails to make the submission referred to in sub-
section (b)(4)(C) shall be deemed to have notice of infringement.

(E) Filing of an action for infringement shall constitute notice of
infringement only if the pleadings or other papers filed in the
action meet the requirements of subparagraph (A).
Subsection 295. Presumption: Product Made by Patented Process

In actions alleging infringement of a process patent based on the
importation, sale, or use of a product which is made from a process
patented in the United States, if the court finds-

(1) that there is evidence establishing a substantial likelihood
that the product was made by the patented process, and

(2) that the claimant has made a reasonable effort to deter-
mine the process actually used in the production of the product
and was unable so to determine, the product shall be presumed
to have been so made, and the burden of establishing that the
product was not made by the process shall be on the party as-
serting that it was not so made.

Subsection 296. Licensee Challenges to Patent Validity
(a) A licensee shall not be estopped from asserting in a judicial

action the invalidity of any patent for which the licensee has ob-
tained a license. Any agreement between the parties to a patent li-
cense agreement which purports to bar the licensee from asserting
the invalidity of any licensed patent shall be unenforceable as to
that provision.

(b) Any patent license agreement may provide for a party or party
or parties to the agreement to terminate the license if the licensee
asserts, in a judicial action, the invalidity of the licensed patent,
and, if the licensee has such a right to terminate, the agreement
may further provide that the licensee's obligations under the agree-
ment shall continue until a final and unappealable determination
of invalidity is reached or until the license is terminated. Such
agreement shall not be unenforceable as to such provisions on the
grounds that such provisions are contrary to Federal law or policy.
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